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LOSING MOMENTUM: ARE CHILDHOOD 
VACCINE SUPPLIES ADEQUATE? 


TUESDAY, SEPTEMBER 17, 2002 

U.S. Senate, 

Subcommittee on Public Health, 

OF THE Committee on Health, Education, Labor, and 

Pensions, 
Washington, DC. 

The subcommittee met, pursuant to notice, at 2:34 p.m., in room 
SD-430, Dirksen Senate Office Building, Senator Reed, presiding. 

Present: Senators Reed and Murray. 

Opening Statement of Senator Reed 

Senator Reed [presiding]. Let me call the hearing to order. 

Good afternoon. Today’s hearing will examine a critical issue for 
the health of our Nation — the stability and adequacy of our child- 
hood vaccine supply. 

Indeed, shortages of 8 of the 11 recommended childhood vaccines 
have plagued our health care system for the past 12 to 18 months 
and have affected every segment of our society. We will hear today 
that too many children are going without timely vaccinations. Phy- 
sicians have been forced to turn away young patients. State and 
local public health officials have been left scrambling for vaccine 
supplies, and school departments have had to waive immunization 
requirements for entry, leaving young children vulnerable to poten- 
tially devastating, yet entirely preventable, diseases such as mea- 
sles, rubella, and even chicken pox. 

Last year, I had the opportunity to chair a hearing of the HELP 
Committee that explored some of these issues. Since then, several 
members of this committee and others concerned about the critical 
shortage of vaccines commissioned a report by the General Ac- 
counting Office to get a better handle on the root causes for the re- 
cent shortage. 

It is clear from this report that we have a system that cannot 
guarantee an adequate supply of vaccines from year to year and is 
unprepared to handle a potential outbreak of many routine child- 
hood diseases. We are putting our children in danger. Congress, 
the administration, medical providers and manufacturers must 
work together to ensure an adequate and reliable supply of vac- 
cines. 

Vaccines are one of the greatest public health accomplishments 
of the 20th century, reducing once common diseases by 95 to 99 
percent. Yet the campaign to protect our Nation’s children from the 
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ravages of these contagions has in many ways heen the victim of 
its own success. Today, most parents have never heard of these dis- 
eases, except when they bring their children in for well-baby visits, 
and providers have limited experience actually treating them in the 
practice setting. 

In addition, significant consolidation in the vaccine manufactur- 
ing industry over the past two decades has resulted in a decline in 
the number of producers in the market. Over a dozen manufactur- 
ers existed prior to 1980. Today, only four manufacturers produce 
almost all of the routine childhood vaccines on the United States 
market. 

The GAO report outlines the factors that contributed to the re- 
cent shortages and paints a disturbing picture for the future of our 
vaccine supply. We are clearly at a point where swift action must 
be taken to preserve and strengthen our immunization system. 

I am particularly concerned that the recent vaccine supply dis- 
ruptions will inevitably have a negative impact on vaccine coverage 
rates in this country. The public health community must remain 
vigilant in tracking this data so that the appropriate response can 
be taken to protect public health. 

We simply cannot allow decades of tremendous progress in reduc- 
ing vaccine-preventable diseases to become undone. 

In addition to Jan Heinrich of the GAO, also testifying before the 
subcommittee today are Dr. Timothy Doran, a physician from Bal- 
timore and a member of the American Academy of Pediatrics, and 
Wayne Pisano, of Aventis Pasteur, one of the four remaining vac- 
cine manufacturers in the United States market. 

I look forward to hearing each of your perspectives on the recent 
vaccine shortages and your reactions to the findings and rec- 
ommendations articulated by the GAO. 

I would like to thank all of our witnesses for taking the time to 
be here today to discuss this important issue, one which affects 
each and every one of us. 

Now, as my colleagues arrive, I will recognize them, but Ms. 
Heinrich, please go ahead. 

STATEMENT OF JANET HEINRICH, DIRECTOR, HEALTH CARE- 

PUBLIC HEALTH ISSUES, U.S. GENERAL ACCOUNTING OF- 
FICE, WASHINGTON, DC 

Ms. Heinrich. Mr. Chairman, we are pleased to be here this 
afternoon to discuss findings from a report which we are releasing 
today that you and several others in Congress requested on the re- 
cent incidents of vaccine shortages. 

Immunizations, as you said, are considered one of the leading 
public health achievements of the 20th century. Immunization pro- 
grams have eradicated polio and smallpox in the United States and 
much of the world and reduced the number of deaths from several 
childhood diseases, such as measles, to near zero. 

A consistent supply of many different vaccines is needed to sup- 
port this effort. The Centers for Disease Control and Prevention 
recommends that routine immunizations be given against 11 child- 
hood diseases, four of which were added to the schedule in the last 
10 years. 
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The recent incidents of vaccine shortages began in the fall of 
2000 when supplies of the tetanus and diphtheria booster fell 
short. As you can see on this chart, supplies of other vaccines also 
declined, and by fall 2001, CDC reported shortages of five vaccines 
that protect against eight childhood diseases. 

Recent reports suggest that most supplies are now beginning to 
return to normal. 

In response to these shortages. State immunization programs ra- 
tioned the amount of vaccines distributed to providers and rec- 
ommended deferred immunizations for some children so that avail- 
able supply could be directed to those at highest risk. Many States 
also suspended immunization requirements, allowing children to 
attend day care and school with fewer of the previously rec- 
ommended vaccinations. 

No single reason explains the recent shortages. Rather, multiple 
factors coincided that affected both the supply and the demand for 
vaccines. We identified four key factors — problems in the manufac- 
turing process due to several factors, including changes to assure 
compliance with good manufacturing practices; the removal of thi- 
merosal from vaccines; manufacturers’ sudden decision to dis- 
continue production; and unanticipated demand for new product. 

Manufacturing and production problems such as slowdowns or 
plant maintenance activities taking a bit longer than expected con- 
tributed to the shortage of several vaccines. Changes over the last 
several years in FDA inspection practices may have resulted in the 
identification of more or different instances of manufacturers’ non- 
compliance with good manufacturing practices. These inspection 
program changes were not well-communicated by FDA to manufac- 
turers. 

As a precautionary measure, in July of 1999, the American Acad- 
emy of Pediatrics and the U.S. Public Health Service issued a joint 
statement advising that thimerosal, a mercury compound used as 
a preservative in vaccines, be eliminated or reduced as soon as pos- 
sible. Efforts to remove thimerosal affected the production of sev- 
eral vaccines and contributed in particular to the shortages of 
DTaP. Removing the preservative was complex, and for some man- 
ufacturers just not possible. 

Another major factor in the shortage of DTaP and tetanus toxoid 
was the decision of one manufacturer to discontinue production of 
all products containing tetanus toxoid. This company experienced 
difficulties removing thimerosal from its vaccine and also in re- 
sponding to a consent decree requiring significant upgrades in its 
facilities involved in producing tetanus toxoid. The manufacturer 
had produced approximately one-quarter of the tetanus toxoid and 
about one-quarter to one-third of all DTaP distributed in the 
United States. 

A new pneumococcal conjugate vaccine was added to the rec- 
ommended schedule in January of 2001 and was accompanied by 
an extensive education campaign by the company prior to its avail- 
ability. The company was only able to provide about half the need- 
ed doses during the first part of 2002, and the demand continues 
to outstrip the supply. 

While the recent shortages have been largely resolved, the vac- 
cine supply remains vulnerable to disruptions that could occur in 
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the future. Although there may be some excess manufacturing ca- 
pacity, the production of vaccines is a lengthy process and prevents 
the quick production of more vaccine when disruptions occur. 

The limited number of manufacturers poses another problem. 
Five of the eight childhood vaccines have only one company produc- 
ing the vaccine for the U.S. market. Several new formulations 
under development, once approved by FDA, could reduce the num- 
ber of sole source vaccines. 

In conclusion. Federal efforts to strengthen the vaccine supply 
have taken on greater urgency with the recent incidents of short- 
ages. The Federal role in the supply and demand of vaccines is ex- 
tensive, including the development of the schedule, the purchase of 
over 50 percent of the childhood vaccines administered in the 
United States each year, and the regulatory oversight to ensure 
safety, efficacy, and compliance with good manufacturing practices. 

Several strategies for strengthening the supply are being put for- 
ward. While many of these hold promise, ensuring an adequate 
supply for the future poses continuing challenges. 

Mr. Chairman, this concludes my remarks, and I am happy to 
answer any questions. 

[The prepared statement of Ms. Heinrich may be found in addi- 
tional material.] 

Senator Reed. Thank you very much. 

I should point out that not only being director of the health care 
group at the U.S. General Accounting Office, Dr. Heinrich has an 
extensive resume — she is a graduate of the University of Michigan 
School of Nursing and a master’s of public health from Johns Hop- 
kins University. This experience is quite evident not only in your 
report but in your presentation. So thank you very much. Dr. 
Heinrich. 

Let me ask a question or two. One of the aspects of the GAO re- 
port is the indication that vaccine stockpiles are considered to be 
a potential short-term strategy that could help mitigate crises. The 
report also goes on to note that supply at least the GDC has the 
authority under the National Vaccine Program as well as the Vac- 
cines for Children Program to stockpile. Yet, only two vaccines are 
currently stockpiled, and we are uncertain as to how many doses 
are there — they are the MMR and the IPV. 

To me, this underscores the very basic issue, of how do we urge 
HHS to develop a strategy uniting all the disparate elements — 
CDC, FDA, manufacturers, health care providers — to deal with not 
only the stockpile issue but also the other issues we discussed. 
HHS — and you might comment — is in the best position to put this 
strategy in place. Without this strategy, we will continue to deal 
with some symptoms of the issues but not the whole, systemic 
cause of the vaccine shortages. 

Could you elaborate. Dr. Heinrich? 

Ms. Heinrich. The National Vaccine Policy Office is charged 
with coordination of all the different elements of the Department 
of Health and Human Services that are involved in policies related 
to vaccines, both in terms of the supply, demand, and the regu- 
latory safety issues. 

They are also charged with including the other important stake- 
holders, that being States as well as the manufacturers. 
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I think there are questions about how effective the National Vac- 
cine Program Office has heen able to be. They have recently moved 
the office from CDC to the office of the Assistant Secretary for 
Health, but we know that there has been limited funding, for ex- 
ample, in the past. 

Certainly in terms of stockpiling, we say in our report that the 
authority that CDC has to stockpile is clear for the program for 
vaccines for children. That program has eligibility requirements, so 
it does not cover all children, so there is a need, we feel, for clari- 
fication of the authority that CDC has to stockpile. 

In terms of your question on overall strategy, we feel that that 
is absolutely critical, and we then outline many components of that 
strategy that have to be thought about, everything from how much 
and in what form it is stored, who stores it. Currently, the two vac- 
cines that are stockpiled are stored by the manufacturer, and that 
vaccine is rotated through their ongoing inventory so there is al- 
ways an updated supply. So do not think of it as just sitting on a 
shelf; it is vaccine that is in constant rotation. 

But if a stockpile is going to be effective, there has to be that 
strategic perspective that you note. 

Senator Reed. And just for the record, your view would be that 
HHS is the appropriate agency to develop this strategic approach? 

Ms. Heinrich. Yes, certainly, we do think it is HHS, because 
other than, for example, the Department of Defense, which has 
other needs, it is the Department of Health and Human Services 
that is responsible. 

Senator Reed. Again, I appreciate your insights and comments, 
and if there are other things that you feel the Congress should do — 
and from your response to questions, to clarify some of the author- 
ity of CDC and ensure that the Office of Vaccine Policy is funded 
and robustly supported are the two principal recommendations — is 
that correct? 

Ms. Heinrich. Those certainly are important. We also make rec- 
ommendations that focus on the role of the Food and Drug Admin- 
istration because, as we have said, those vaccines that are in the 
review process have the potential to alleviate some of the stress in 
the system in terms of having other manufacturers supplying some 
of the recommended vaccines for children. 

The FDA does have procedures that they could use to expedite 
the review of these vaccines. It is their current policy that vaccines 
that are currently used in the market do not qualify for this expe- 
dited review, and we are suggesting that they look at that policy 
because they could in fact find that when we have supplies that are 
fragile, that is enough rationale for the expedited review of those 
vaccines that could add available products for children’s vaccines. 

Senator Reed. Thank you. 

I understand that several of the childhood vaccines are price- 
capped under Federal purchase contracts. Did you find that these 
price caps played a direct role in causing any of the recent short- 
ages? 

Ms. Heinrich. We certainly did not find that they played a direct 
role, and that is because some of the vaccines that are capped were 
not in short supply. Some of the more recent vaccines that cost 
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more and are not under caps were in short supply. The only vac- 
cine that is at the cap that was in short supply was MMR. 

Senator Reed. Thank you. 

The report also talks about the Vaccine Injury Compensation 
Program, and offers some recommendations to streamline it to 
make it more effective. However, I would note on page 8 of your 
testimony that the working group did not conclude that this pro- 
gram was a cause of any of the shortages. Is that accurate? 

Ms. Heinrich. Certainly in the data that we obtained, we did not 
hear people saying that this shortage that we have just experienced 
was directly linked to the problems and concerns about vaccine li- 
ability. However, we certainly did hear from manufacturers that it 
is a growing problem, and we certainly did check into the Vaccine 
Injury Compensation Program to see what claims they have re- 
ceived, and we did find out that there are over 800 claims that 
have been added to the Vaccine Injury Compensation program, 
many of them related to the thimerosal and removal of thimerosal 
issues. 

Senator Reed. Let me ask you a final question before I recognize 
Senator Murray for her opening comments any questions. 

Among the several areas of concern is the manufacturing capac- 
ity. I think you have commented on the FDA’s role in ensuring that 
capacity. Is there a consideration for some type of Government- 
owned or operated company? I know some of these private compa- 
nies have very checkered histories, but have you considered that at 
all in your review? 

Ms. Heinrich. Certainly when we were talking with people and 
collecting data, we asked them what they thought of the proposal 
for a Government-owned program and also checked with an organi- 
zation in Massachusetts that is a Government-sponsored manufac- 
turer of DTaP and tetanus, as a matter of fact. Our conclusion is 
that, one, not too many people that we were talking with advocated 
this, but second, the Government-owned facility would be under the 
same regulatory processes and procedures that the private sector 
is and would have the same challenges in meeting those good man- 
ufacturing practices. 

We also heard that having a Government-owned facility, cer- 
tainly where there are viable products in the market, would be a 
rather chilling effect to the private sector. 

Senator Reed. Thank you very much. Dr. Heinrich. 

Senator Murray? 

Senator Murray. Mr. Chairman, thank you very much for hav- 
ing this really important hearing. I appreciate it, and I certainly 
appreciate Ms. Heinrich’s testimony and her being here today as 
well. 

There has been a lot of speculation about the delays and short- 
ages, and I think this report gives us a much better basis for un- 
derstanding what the scope of the problem was and what hap- 
pened, and I think it is not because of one specific thing, but a 
number of things happened that together over the last 3 years cre- 
ated this problem, and I hope that all of us will look at ways that 
we can provide a better infrastructure in the future so we do not 
have these kinds of delays. 
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In my State, I was hearing from a lot of different sectors, cer- 
tainly from schools, which require immunizations before they allow 
kids to come in, and kids were coming in and saying, “I cannot get 
them”; obviously, from pediatricians and public health officials, 
who were really concerned because they were not getting their sup- 
plies on time; and lots of other people. 

So I am glad that we are now hearing that there is no shortage 
particularly right now, although in my State, we are still hearing 
that there is a problem with some of the catch-up kids who did not 
get their immunizations on time and are now trying to go back and 
get them and get back in line, and I think that is going to cause 
us some problems for a while that we need to address. 

So Mr. Chairman, I really appreciate this opportunity, and I just 
have a few questions that I wanted to ask Ms. Heinrich while she 
is here today. 

Your report indicates that vaccine shortages have peaked, and 
most supplies are returning to normal. I wanted to know how you 
documented that. Do you collect data from State and local health 
officials? Are they private providers or physicians’ offices? How do 
you calculate that? 

Ms. Heinrich. Certainly the work that we did and reflected in 
the report was on our survey of States. In terms of there being a 
supply that is available now, we obtained that information from 
the Centers for Disease Control and Prevention. 

It should be noted that although CDC is saying that overall, 
there are adequate supplies, they footnote that there is not enough 
for aggressive catch-up campaigns as you suggested. It is also very 
clear that the pneumococcal conjugate, the PVC, is still in short 
supply. 

Senator Murray. The reason I ask is because I am still hearing 
from some parts of my State that there is a shortage, so I am just 
wondering who CDC is asking in order to get the information back 
to you that the problem has been solved. 

Ms. Heinrich. They would be in contact with those State immu- 
nization programs. Arid I think that to understand what the pri- 
vate sector is experiencing, we would need to go to organizations 
such as the American Academy of Pediatrics. 

Senator Murray. Did you do that in your report? 

Ms. Heinrich. We did not. 

Senator Murray. OK. In reviewing the data on the impact of the 
shortages, did you find any particular increases in the reported 
cases of some of the childhood illnesses, like measles? 

Ms. Heinrich. We actually looked very aggressively to see if 
there would be any evidence of increased infectious diseases as a 
result of the delay in children obtaining these immunizations. We 
could not find any evidence. 

On the other hand, there will always be a lag time in terms of 
the reporting of those infectious diseases, so we may not know 
about this for another period of time, even up to a year. 

Senator Murray. The other question I have is why there are 
such discrepancies in the number of vaccines in short supply and 
why some States and local public health offices experienced longer 
and more supply distractions. It appears in your report that 52 of 
the programs experienced shortages of two or more vaccines, but 31 
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of the programs reported shortages of five or more vaccines, and 
nine programs had shortages of one or more vaccines for 12 months 
or longer. Is that a matter of population? Are there other factors 
that contribute to these kinds of discrepancies that you report? 

Ms. Heinrich. Each State has its own immunization program 
and its own policies and procedures and its own ability to buy and 
stockpile vaccines. So part of what you are seeing is that each 
State is unique in terms of what stockpiles they might have had. 

What happens is that CDC gives grants to States under their 
317 Program. The States can then purchase vaccines through that 
program and through State moneys, as a matter of fact, if they so 
choose. Then, it really is again up to the State policy in terms of 
whom they distribute that to, who participates in their program. 
Oftentimes, you will have private sector as well as public sector 
providers involved. 

Senator Murray. I appreciate your input on that. Thank you. 

Thank you, Mr. Chairman. 

Senator Reed. Thank you very much. Senator Murray. 

Again, Dr. Heinrich, thank you so much for your testimony and 
for your excellent report. 

Ms. Heinrich. Thank you. 

Senator Reed. Let me now call the second panel to the witness 
table. 

We are joined today by Dr. Timothy F. Doran. Dr. Doran lives 
in Baltimore, MD. He has been a practicing pediatrician for nearly 
20 years, and has chaired the Department of Pediatrics at the 
Greater Baltimore Medical Center in Baltimore since 1999. Dr. 
Doran received his Bachelor of Arts degree from Harvard College, 
in Cambridge, MA, and his medical degree from Tufts University 
School of Medicine in Boston. He completed his pediatric residency 
at Montefiore Hospital and Medical Center, the Bronx, NY, and 
was chief resident at the Albert Einstein School of Medicine’s De- 
partment of Pediatrics at Montefiore. 

Dr. Doran served as president of the Maryland Chapter of the 
American Academy of Pediatrics from 1996 to 1998 and was hon- 
ored as Pediatrician of the Year by the Maryland Chapter in 1998. 
Dr. Doran is the current chairman of the AAP’s National Nominat- 
ing Committee. 

In addition to his work at the State and national levels for the 
American Academy of Pediatrics, Dr. Doran has held numerous 
board and committee positions advocating for underserved popu- 
lations of children, including victims of sexual abuse and children 
with disabilities and other special health care needs. 

Dr. Doran is married and has two children. 

I want to thank you for being here. Dr. Doran also grew up in 
North Attleboro, MA, which is almost as good as being in Rhode 
Island, and his father worked in Rhode Island, so that makes up 
for it. We welcome you particularly. Dr. Doran. 

Wayne F. Pisano, our next witness, is the executive vice presi- 
dent for Aventis Pasteur North America. He has overall respon- 
sibility for both the United States and Canadian businesses. Addi- 
tionally, he serves as the head of the global market process team 
and chairs several North American executive committees. 
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Mr. Pisano joined Aventis Pasteur in 1997 as vice president of 
marketing and was promoted to senior vice president of marketing 
and sales during April of 1998. Mr. Pisano has played a strategic 
role in resolving vaccine supply issues and recommending ap- 
proaches to prevent recurrences. 

Mr. Pisano holds a bachelor’s degree in biology from St. John 
Fisher College and a master’s degree in marketing from the Uni- 
versity of Dayton. 

Thank you both for joining us. Let me ask Dr. Doran if he would 
proceed. Your testimony will be made a part of the record by unan- 
imous consent. If you would like to abbreviate it or summarize, 
that would be accepted and appreciated. 

Dr. Doran? 

STATEMENTS OF DR. TIMOTHY F. DORAN, CHAIRMAN OF PEDI- 
ATRICS, GREATER BALTIMORE MEDICAL CENTER, BALTI- 
MORE, MD, ON BEHALF OF THE AMERICAN ACADEMY OF PE- 
DIATRICS; AND WAYNE F. PISANO, EXECUTIVE VICE PRESI- 
DENT, AVENTIS PASTEUR NORTH AMERICA, SWIFTWATER, 

PA 

Dr. Doran. Thank you, Senator. 

Good afternoon, Mr. Chairman and Senator Murray. As you men- 
tioned, I am Dr. Tim Doran, a practicing pediatrician and chairman 
of pediatrics at Greater Baltimore Medical Center, a community 
hospital in Baltimore, MD. 

On behalf of the American Academy of Pediatrics, I thank you 
for the opportunity to testify today about the current shortage of 
childhood vaccines. 

My practice consists of about 1,800 children from predominantly 
middle-class families. In the past, however, I practiced in many dif- 
ferent locales, from a poor island in the West Indies to inner-city 
Baltimore. 

In the 20 years that I have been practicing, I have never experi- 
enced the severe shortage of required immunizations as I have in 
the past year. 

This afternoon, I want to address three key points. First, I will 
describe the consequences of the vaccine shortage to patients and 
their families. Second, I will tell you about the administrative im- 
pact on pediatric practices. And finally, I will summarize the Amer- 
ican Academy of Pediatrics’ recommendations to address this prob- 
lem. 

The heart and soul of a pediatrician’s job is disease prevention. 
The predictable delivery of safe and effective vaccines is central to 
our goal of keeping children healthy. In recent months, my practice 
has seen shortages in several routinely-administered vaccines, as 
you have heard, reflecting a national trend. In fact, just last week, 
I again ran out of the new pneumococcal vaccine, Prevnar. This 
vaccine protects children from life-threatening meningitis, pneu- 
monia, and blood infections. 

A pediatrician from New Mexico reported that his high-risk pop- 
ulation of American Indian infants is also currently out of this vac- 
cine. This is especially troublesome because this past spring, he di- 
agnosed a 4-1/2-month-old Navajo infant with a case of pneumo- 
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coccal meningitis — a vaccine-preventable and potentially fatal 
childhood illness. 

The parents of my patients have been understandably anxious 
when they learn that a vaccine is unavailable. They know that 
there is a small but finite chance that their child might become ill 
with an otherwise easily preventable illness because of a delayed 
or missed vaccine. 

Because of media coverage of anti-vaccine groups, I spend a sig- 
nificant amount of time with many parents, reassuring them that 
our vaccines are safe and beneficial. I cannot help but wonder how 
my credibility and that of my colleagues suffers when I then have 
to explain that these important vaccines are not available for their 
child. 

In addition to the major risks to patients and worry to parents, 
the vaccine shortage has had an administrative impact on my prac- 
tice as well. We must now create a system of callback lists to reach 
those most in need of missed vaccines when they become available. 
Our experience has been that these systems are not very reliable 
or effective. Even if my relatively affluent practice, the level of 
compliance with these callbacks is far from perfect and clearly infe- 
rior to immunizing at routine checkups. 

I have also had to explore creative and time-consuming alter- 
native methods to procure the full supply of vaccine that my prac- 
tice needs. It is another reminder to me of the lack of a coordinated 
distribution system that has led to spotty supplies. 

At the same time as the shortages of 8 of the 11 required vac- 
cines occurred, one vaccine for older adolescents and adults to pre- 
vent Lyme disease was pulled from the market because it was un- 
profitable. Although this was not a required immunization, its dis- 
appearance reminds pediatricians that vaccine decisions can some- 
times be driven more by economics than by public health consider- 
ations. 

The bottom line is that the public requires a secure supply of all 
the recommended pediatric vaccines, vaccines that save children’s 
lives and are the most cost-beneficial medical intervention in his- 
tory. 

We must safeguard our children from preventable interruptions 
in vaccine delivery. This should never happen again in this coun- 
try. 

One immediate step is necessary. The Federal Government 
should provide and adequately fund the creation of stockpiles, as 
mentioned, for all recommended vaccines, stockpiles of sufficient 
size to ensure that significant and unexpected interruptions in 
manufacturing do not result in shortages for children. 

The GAO report recognizes and the Academy supports the impor- 
tance of this stockpile for childhood vaccines, including the develop- 
ment of a comprehensive strategic plan to implement the vaccine 
stockpile. 

Another crucial step is to preserve and strengthen the liability 
protection for consumers, manufacturers, and physicians through 
the Vaccine Injury Compensation Program. The VICP has become 
an integral part of maintaining the vaccine market. Enacted in the 
late 1980’s with the support and guidance of the American Acad- 
emy of Pediatrics, the VICP has helped to stabilize what was then 
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and appears again to be a fragile vaccine market. We reiterate our 
strong support that claims for vaccine-related injury or death must 
be filed first with the VICP. We appreciate the efforts by Dr. Frist 
and others to craft modifications as necessary to ensure that the 
VICP is working to its full potential. 

The American Academy of Pediatrics participates in the work of 
the National Vaccine Advisory Commission. The recommendations 
of NVAC, coupled with some of the other GAO recommendations, 
create an excellent starting point to address a system that must be 
fixed. 

Universal immunization is a fundamental public health measure 
that has profoundly improved the health of our Nation. It would be 
tragic to let this hard-won advance slip away. The health of our 
children depends on it. 

Thank you for your time and attention. 

Senator Reed. Thank you very much, Doctor. 

[The prepared statement of Dr. Doran may be found in additional 
material.] 

Senator Reed. Mr. Pisano? 

Mr. Pisano. Mr. Chairman, Senator Murray, good afternoon. 

I am Wayne Pisano. I am the executive vice president for Aventis 
Pasteur North America, and I would like to thank the committee 
for providing us this opportunity to offer input on issues that are 
so vital to the health of our Nation. 

Aventis Pasteur is one of the leading developers and manufactur- 
ers of vaccines, with U.S. headquarters in Swiftwater, PA. Vaccines 
have been produced at Swiftwater, PA since 1897. 

Aventis Pasteur is one of four global vaccine companies supply- 
ing pediatric vaccines in the United States. Many people are sur- 
prised that the industry is so small, but that is a direct result of 
the 1980’s liability crisis that drove many companies out of the 
market. 

We have in this country a unique and amazing vaccine enter- 
prise that has resulted in freedom from disease for millions of chil- 
dren. Many physicians would be treating some tens of thousands 
of cases of rubella, diphtheria, pertussis, and other potential killers 
if not for our successful efforts. Vaccines in the hands of a robust, 
cooperative public and private health delivery system have made 
these diseases historical artifacts. 

The country is now emerging from an 18-month period during 
which there were a number of vaccine shortages. Today I am 
pleased to report that there is ample tetanus vaccine for all needs, 
and there is ample pertussis vaccine. It is our understanding that 
supplies of varicella and MMR vaccine are returning to normal. 

In the face of numerous factors, the fact that the private sector 
can and has responded to supply issues demonstrates its underly- 
ing strength and vitality. Having said that, we need to establish a 
national policy addressing how best to prevent or minimize the 
likelihood of recurrences. Our company offered a series of rec- 
ommendations earlier this year. This hearing offers an excellent 
opportunity to discuss these with this committee. 

While my full testimony provides a more comprehensive look at 
the vaccine enterprise, including the underlying causes of the re- 
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cent shortages as well as the additional threats in the future, the 
basics can be succinctly stated. 

First, vaccines are extremely difficult to produce. I said there 
were only for global manufacturers of pediatric vaccines in the 
United States, and some of these are single-source providers. If one 
of the manufacturers unexpectedly experiences production difficul- 
ties or leaves the market, it can cause supply disruption. 

Second, the lengthy and costly process of new product develop- 
ment combined with time-consuming production cycles adds up to 
a complex regulatory process that discourages new entrants. 

Third, despite their undisputed value, vaccines historically have 
been extremely low or commodity-priced. Federal programs that 
cap vaccine prices may produce short-term savings for the Govern- 
ment but ultimately contribute to the supply problem. If return on 
a manufacturer’s investment is unacceptably low, that business 
cannot survive. 

Fourth, as some members of this committee will recall, the liabil- 
ity crisis of the 1980’s drove many manufacturers out of the mar- 
ket. We are today facing liability problems that dwarf what we saw 
two decades ago, which potentially pose a threat for future sup- 
plies. 

I would like to talk about what can be done to improve the im- 
munization enterprise, effectively presenting a vaccine supply 
agenda for your consideration. 

We have offered a number of legislative and policy proposals dur- 
ing the past year that we believe will provide a tune-up for the sys- 
tem and a coherent approach for the long-term stability. These pro- 
posals are consistent with both the GAO report and the draft rec- 
ommendations now under review by Secretary Thompson’s Na- 
tional Vaccine Advisory Committee. 

First, it is time to seriously consider building a strategic vaccine 
reserve by creating stockpiles for use if supplies are disrupted. Had 
this been the case when one company recently discontinued tetanus 
vaccine production, a shortage would have been unlikely. 

Second, manufacturers should voluntarily pledge to provide ad- 
vance notice if they plan to cease production. Several months ago, 
Aventis Pasteur publicly pledged to give at least 6 months of notifi- 
cation before discontinuing any production. We believe that this 
pledge, as with other good business practices, need not be legis- 
lated. We understand that a bipartisan group of Senators on this 
committee is attempting to shape an appropriate advance notice 
provision. We look forward to working with you on this issue. 

Third, we urge you to reform the Vaccine Injury Compensation 
Program in two ways. It can and needs to be made more family- 
friendly, and second, we need to reaffirm the original intent of the 
Vaccine Injury Compensation Program so that all vaccine claims 
initially proceed through the program. 

My full testimony outlines in some depth the creative ways in 
which the law you enacted in the 1980’s is being circumvented. In 
an industry with total U.S. revenues of $2.5 to $3 billion, Aventis 
Pasteur alone faces over 100 lawsuits, with more being filed every 
week, that seek far beyond this amount in damages. Tease cases 
should be moved back to the Vaccine Injury Compensation Program 
as Congress intended. 



13 


We support Senator Frist’s bill, S. 2053, which accomplishes the 
twin goal of making the program more family-friendly for claimants 
while bringing such claims back within the Vaccine Injury Com- 
pensation Program. We are now spending millions of dollars de- 
fending against these suits, suits in which we believe we will ulti- 
mately prevail but at an enormous cost to the viability of the in- 
dustry and to the immunization enterprise. 

Frankly, the liability issue dwarfs all others as a threat to the 
stability of the vaccine supply, and we urge you to pass this bill 
before you adjourn. 

Fourth, FDA funding in the area of vaccine testing research 
needs to be increased. Budget cuts in recent years threatened 
FDA’s competency in this important area. With CBER currently 
undergoing organizational changes, the time is right for restoration 
of these resources. 

There are also a number of nonlegislative actions that can have 
real and lasting impact on vaccine supply. For example, we have 
urged that the CDC be encouraged to act on confidential informa- 
tion in ways that can provide for managing and stimulating alter- 
native supply to minimize shortages. We believe that the CDC can 
act under its current authority as a confidential facilitator of criti- 
cal supply information with the manufacturer’s permission. 

Other nonlegislative initiatives include adequate reimbursement 
to providers for immunization services. This is also outlined in my 
written testimony. 

Several proposals in Congress would actually undermine incen- 
tives for manufacturers to produce vaccines. Whether called the 
National Vaccine Authority, a GOCO or a GOGO, each of these 
proposals results in the Federal Government getting into the busi- 
ness of manufacturing vaccines. We do not believe that any of these 
approaches would be constructive measures for addressing supply 
issues. 

The vaccine enterprise in this country is a remarkable success 
story. I do not believe that it is fragile at its core, but it clearly 
has several areas that can be strengthened. 

Thank you for your attention and your commitment to the immu- 
nization system in this country. 

[The prepared statement of Mr. Pisano may be found in addi- 
tional material.] 

Senator Reed. Thank you very much, Mr. Pisano, for your testi- 
mony. Thank you both for excellent testimony. 

Let me proceed to questions. Dr. Doran, the GAO report suggests 
that there are a number of vaccines under development which 
could mitigate potential shortages in the future, but often, these 
new vaccines are very expensive — the PCV, the pneumococcal vac- 
cine, is an example of a rather expense vaccine. 

Do you anticipate the cost of these new vaccines as a potential 
barrier to access to immunization? 

Dr. Doran. The barrier certainly comes in terms of the number 
of vaccines given versus the cost, and obviously, most pediatricians 
will opt for whatever is the most convenient and most effective vac- 
cine strategy, and most pediatricians will abide by the ACIP and 
the CDC recommendations, and the financing is not generally the 
major consideration. 
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The liability issues are serious. Influenza vaccine is now on the 
docket in terms of 24-month-olds. It is not currently covered under 
the VICP, so pediatricians from a personal liability standpoint have 
some trepidation going forward unless there is clear coverage from 
the liability standpoint. 

Senator Reed. Thank you. 

Let me follow up with another question on an issue that you al- 
luded to in your testimony. There is the administrative disruption 
of calling children back and determining who has missed a vaccina- 
tion. I fear it might lead to what is really a lost generation of chil- 
dren who have missed their routine vaccine, they have moved, or 
you cannot get them back, and we now have a cohort of 
unvaccinated children because of these shortages. 

How are you and your colleagues trying to manage to avoid that 
lost generation? 

Dr. Doran. The majority of the immunizations that we give are 
in the first 2 years of life. There are a number of regular, routine 
visits, and any pediatrician or family practitioner or someone deliv- 
ering health care to children should be checking their vaccination 
records. In terms of losing them over years, I do not anticipate that 
that would be a problem. The fear for pediatricians is if you have 
missed the first couple of doses, and the child comes down with a 
preventable illness. 

But the problem is there, and I think we will just have to see 
how much of a problem from those lost vaccinations over this pe- 
riod of time, how effective we are at recapturing those children. My 
anticipation is that there is adequate room in terms of the periodic- 
ity schedule of when children come to see physicians that it can be 
rectified. However, I think your point is well-taken. 

Senator Reed. Thank you very much. 

Mr. Pisano, you and Dr. Doran and the GAO conclude that there 
is merit in some kind of stockpiling, but the GAO report identifies 
some key questions, and I wonder how industry can help answer 
questions like, for example, what quantity to stockpile, the form 
and storage of stockpiled vaccines, insuring that vaccine quantities 
are in addition to normal supplies. 

Can you give us a response to these questions? I know you are 
speaking in behalf of your company, but could you give an indica- 
tion of potential industry response and also, obviously, ongoing co- 
operation on this matter? 

Mr. Pisano. I think the current guidelines recommend a 6-month 
stockpile for the VFC program. This is what CDC has authorized 
to do and obviously, as has been pointed out, we are not quite 
there. 

We would actually recommend that NVPO form working groups 
with CDC, FDA, and the vaccine manufacturers to address each in- 
dividual vaccine. In some cases, we have multiple manufacturers; 
in some cases, we have single manufacturers; in some cases, we 
have second vaccines in the development process such that there 
will be a second manufacturer in the future. I think each vaccine 
ought to be looked at individually to determine how much vaccine 
should be in a safety reserve, who should do that in terms of which 
manufacturer or multiple manufacturers. And in fact, there are 
other vaccines that potentially could actually be kept at bulk level 
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and not into finished goods, and you may have a longer shelf life 
than I think was earlier recognized. There is a shelf life, and the 
current stockpile shave to he rotated because of the expiration date 
on the production lots. 

Senator Reed. Thank you, Mr. Pisano. 

Aventis Pasteur has publicly stated its support for a notification 
requirement. Let me commend you for that. I think that is a sen- 
sible approach. And the GAO report indicates that no manufacturer 
would object to a 6-month notice requirement similar to what they 
do now for other drugs. 

What kind of notification requirement do you think all the manu- 
facturers could agree on, and what would it look like in practice? 
Would it be 6 months? Would it be longer? Could you give us any 
indication? 

Mr. Pisano. It is difficult for me to speak on behalf of the other 
manufacturers, and I think that is something that it would be 
worthwhile hearing from them on. Aventis Pasteur believes that a 
minimum of 6 months would be necessary. We also see that linked 
into the stockpile, so there is basically a safety reserve there. 

In terms of the need to legislate versus volunteering pledges, I 
think that is something that the committee needs to discuss fur- 
ther. 

Senator Reed. Good. 

Both of you and the GAO report have concluded that two of the 
major responses to this shortage would be a notice requirement to 
at least let the market and all the providers know if a manufac- 
turer is going off line, and also some type of stockpile. 

Is there another major recommendation that you would add to 
those two? 

I will ask you, Mr. Pisano, and then you. Dr. Doran. 

Mr. Pisano. I think it is important for the CDC to be able to 
share confidential information as well as work collaboratively with 
the FDA. There are times when the Government policymakers 
know that there is a potential problem or a problem occurring with 
one manufacturer. If they have the ability to notify the other man- 
ufacturers at that time, we can adjust manufacturing production 
schedules. 

I think a good example of that was 2 years ago with influenza, 
when one manufacturer left the marketplace, and another was ex- 
periencing significant difficulties in manufacturing. Had CDC noti- 
fied the other manufacturers, we could have adjusted production 
schedules. It would not have totally eliminated the problem, but it 
would have basically reduced the magnitude that this country ex- 
perienced. 

So we need the CDC to share this information in the best inter- 
est of the immunization enterprise. 

Senator Reed. Thank you, Mr. Pisano. 

Dr. Doran? 

Dr. Doran. The additional items that I would include would be 
the liability issues that we discussed, but also the administration 
fee for providers. It was proposed to reduce the administration fee 
for pediatricians to a level where they would actually be losing 
money with each vaccination. That is in discussion right now, is my 
understanding, with CMS and stakeholders in that, and they are 
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hopefully arriving at a suitable solution to that, but the original 
proposal was to make the administration fee so low as to be prohib- 
itive to providers. 

I spend a tremendous amount of time with parents explaining 
about the issues of MMR and autism, of thimerosal. It is an enor- 
mous undertaking in terms of my time. So the administration fee 
needs to be commensurate with the time and effort and syringes 
and storage and all those other factors. So that is something that 
needs to be on the radar screen as well. 

Senator Reed. I know there are some who propose or suggest 
that to support the reduction that many times, nurses administer 
these vaccines. But your point would be that that is in cooperation 
with the physician who spends other time explaining and counsel- 
ing; is that fair? 

Dr. Doran. Senator Reed, I have many lawyer parents, and they 
do not want a 20-second answer on the relationship of MMR and 
autism. These are discussions that can be prolonged, and you can- 
not walk out of the room and say, “I cannot answer that. You just 
have to get your vaccine.” 

So these are serious matters and would impact; if the reductions 
were made, I would predict they would have a serious adverse im- 
pact on the whole immunization program. 

Senator Reed. Let me ask a final question. I think this has been 
an excellent hearing, beginning with an excellent report from GAO 
which was very substantive and very thorough. Both of your testi- 
mony has been on point and very helpful. I will give you an oppor- 
tunity to look ahead into the future. What do you believe is the 
greatest challenge to the vaccination program, either something 
that we have discussed or that we might not have touched on? 

Mr. Pisano? 

Mr. Pisano. I think the liability issues that we are facing going 
forward really dwarf anything we have ever faced before. I think 
it is critical that the Vaccine Compensation Program be strength- 
ened, be made more family-friendly. Clearly, there are enough com- 
plaints from parents that it is problematic getting through file sys- 
tem and needs to be reexamined. And we need to make sure that 
when problems occur, the parents and the claimants go through 
the Vaccine Injury Compensation program, as Congress intended. 

So I think that strengthening those two components is absolutely 
critical for keeping manufacturers in the market and also for en- 
couraging other manufacturers to come back into the marketplace. 

Senator Reed. Dr. Doran? 

Dr. Doran. Senator Reed, on the issue of the NVPO or whatever 
agency has central responsibility, I think there needs to be a very 
strong center based at a Federal level that can coordinate this and 
tease out these problems and bring solutions to the table that we 
can all agree on. 

Senator Reed. Thank you both very much, gentlemen. 

I would like to thank all the witnesses. Again, we began with a 
very substantive and very thoughtful report by the GAO, and I 
want to thank Dr. Heinrich for her excellent testimony. 

Thank you. Dr. Doran and Mr. Pisano, for your insights. I am en- 
couraged, actually, that HHS seems to be agreeing with the GAO’s 
recommendations and beginning to implement them. But as you 
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just pointed out, Dr. Doran, we need a strategy, not just good will 
and good wishes, and I hope they can develop that strategy quickly. 

I hope also that we can move forward on the issue of stockpiling, 
which seems to be a consensus position of all the witnesses this 
afternoon. We must play a more active role in Congress to ensure 
this is done, because we have had hearings before, and we have 
looked at these issues, and we have a wonderful report, but reports 
and hearings do not vaccine children. Consistent, concerted efforts 
to get them vaccinated, working with providers, manufacturers and 
the administration will get it done, and we have to get it done. 

There has been an impact of these shortages. School entry cri- 
teria have been changed. You and your colleagues are working to 
bring children back into your offices and make sure they have vac- 
cinations that they did not get on time, which comes with a cost. 
I will be watching closely to ensure that we do not have a lost gen- 
eration, that we do not have significant numbers of children who 
have missed their opportunity and did not get a second chance. 
That would be detrimental to them and also to the public health. 

We have made great progress through immunization because of 
this partnership between the industry, between the Government, 
and between the medical profession, and we want to continue that 
partnership and that progress. As I said, one of the great marquis 
accomplishments of the 20th century has been the vaccination and 
immunization programs of the United States and of the world. We 
want to maintain that for the benefit of our children and our 
grandchildren and generations to come. 

Thank you all for an excellent hearing. I will now call the hear- 
ing adjourned. 

[Additional material follows.] 
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Mr. Chauiuaik aiid Meiubej-s of tlie SubcoMuiiiitee: 

We iU'e j>leai>e<3 l.o be here lociay to (lisciLss receiil t^hildhoocl vacciine 
shortages. Today we aie releasing oiu’ rcpoit rhat you, along with seven 
otlier Members of the Congress, request-ed on the subject.' My statement 
today higiUights some of ihe key aspects of our repoit, 

llie recent incidents of vaccine shorlages begiUi in November l^UOO when 
supplies of the tcbuius and diphtheria booster (Td) fell short. By October 
2001, Uie Centers for Disease Control and Prevention (CDC) reported 
shortages of fi\''e vacc1ne.s that, because some are <*ombin€aT.ion vaccines, 
protect again&t eiglit cliildliood diseases. In addition to diplillieiia and 
t.<‘Uinus vficdiies, vaccines to protect agiiinstperl.ussis, inviisive 
piicuinococcal disease, measles, mumps, rubella, and varicella were in 
short supply. In .luly 2(102, updated CDC data indicated supplies \vere 
retuniing to normal for most vaccines. 1 lowcvrr. the .shortage of vaccine 
TO firotect Jigainst invasive pneiiiiruK‘(K‘cal disease was expected to 
i.'oatmiie llirough at least late 2002. Coneei'ned about the impaci of and 
reasons foi' these shortages, you asked that we examine Ihe following 
fjueslinns; 

1. To what extent have lecent cliildJiood vaccine shorcages atfoclcd 
nimianizaiion policies and prograrn.s? 

2. WTiat factors have cemLributed to the recent shoitages, a.nd have they 
been resolved? 

3- WTiat strategies are federal ageiunes considering to help iiiiUgaie 
disnijitions in rhe vaccine supply? 

In brief, shortage.s have prompted federal authorities to lecomiuend 
deferring some vaccinaLioris and have caused the majority of states to 
reduce or .suspend immunization requirements for school and day care 
programs so Ihal vliildi eii who had received fewer than the previously 
iiiandaioj'y immunization.^ could enroll. States are concenied that failure 
to bo vaccinated at a later date may reduce the share of the population 
piotected and increase the poteririal for disoiise t.o sjiread: lujvvevei', data 
arc not currently available i,<j lueaMire these effects. 


M.’.S. (ieppral Accniinling Olfire. C'fiiliihuoii Vatx’ines: Etisarin.g art Ade<}tiOtc Sttppl}/ 
Fcj.vks C'(/rilinuing CttuUmyt^. (jAO-02-9S7 (Washington, D.C,; Sept. 13, 2002]). 
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Multiple liiolors, mcluding production prubleuis axid iiiianlicipaLed 
ficrrirird for newly approved vaccines, contiibiKcd. to recent, varcine 
shortages, j.>robleniH leading to the shoitagcs have largely been 
resolved, the potential e>dsts for shortages to recur. The complex nature 
and oftci^ year-long production schedule of manufacturing a TOCcire will 
continue to make il cliffioult for the supply system to respond rapidly to 
sudden changes in supply or demand. Additionally, so few firms make 
each vaccine (five of the eight recommended childhood vaccines have 
only one luanufaciurer each), tliatproducrion problem-s or a 
manufaclurcr’s dcciisiori to witliclraw may leave few or no alternative 
sources of vaccine. One development that may increase tlie supply of 
vaccines is that a number of new vaccuie products that could be ii.sed to 
meet the existing crliildliood iininunization schedule aie in viuying stages 
of deveiopiiient. However, conipleling clinical testing and review by the 
Food and Dnig ArlministraLion (FDA) will likely take several years, as 
these products generally do nol qualify for expedited review under FTJA 
policies. 

Federal agencies and adrisoiy conuiuttees are exploring opi'on.s to help 
stabilize U»e nation's vaccine supply, but few long-term solutions liave 
emerged. Approaches under consideration include strengthening 
manufacii.u-4.TS proleel wu against liabtliiy for injuries related to cliilcUiood 
vacoiiie.s and streanvliiving the regulatory process. Wliile CDC ts 
considering expanding vaf:t“ine stockpiles to provide a cushion in the 
ev-ent of a .supp)ly <ii.sruplion, limited supply and inaiiufac Luring capacity 
will restrict COC’s ability to build thuin, C15C also lacks a stialegy for 
lieienniniiig such tilings as how niijc:h vaccine to stockpile, where it 
should be stored, and how to ensure that the stockpile is addibf.m;il to a 
manufacturers normal inventory. In addition, it Ls unclear whether the 
authority that CDC is using to establish these stockpiles provides for their 
use for all children, 


T^’Tr'lrOrnnnH IiTUTuinizahons are widely considered one of the leading public health 

achievements of the 20th century Mandatory iminuiuzation piogramn have 
eradicated polio and smallpox in the llniied States and reduced the 
number of deaths from several childhood diseases, such as iiicaslc.s, to 
near zero. A consistent supjdy (jf niany different vaccines is needed lo 
support this effort.. CDC curreiitLy recommends routine immunizations 
against i 1 cliildhood diseases; diphtheria, lelaiius, pertussis (w'hooping 
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cough), Hci£-niopfi,Uui! mjluen^<ie l>pe b (mosl commonly merungitis), 
Jiepalilis B, meaiiles, mumps, rubella (German measles), invasive 
pneumococcal disease, polio, and vaiicella (cliicken pox).* By combining 
iiijligens {the componentof a vaccine that triggers an imnuine response), a 
single injection of a combination vaccine cai\ protect agadnsi multiple 
diseases. 

I'lie federal gavemmenf, primarily through agencies of the Depaitnient of 
Health and Human Services (HHS), has a role both as a purchaser of 
vaccines and as a regulator of the incltistry. nie federal govenunent is the 
largest purchaser of vaccines in the countiy. CDC negotiates large 
purcha.se contracts with manufaettu'ers arid makes llie vaccines available 
to public immunization prograins under the Vaccines for Cltildreii (VTC) 
program. Under VFC, vaccines are provided for certain children, including 
tho.sc who arc eligible for iMecUcaid oi uiiijism’ed. PanicipaLing public arwl 
private health care providers obtain vaccines through \TC at no charge, A 
second program, established under section 317, of the Bublic Health 
Service Act, ]>ro\ides project grams for preventive health services, 
including innnurii^ations. Ciirrenlly. CDC suppoils. 64 stale, local, and 
teiiiLorial inunuiiization program.s (for simplicity, we refer to them as state 
immunization programs), lit total, about 50 percent of all the cltiidhood 
vaccines administered in the Uiuted States each year are obLaiiied by 
public immunization prograncs through CDC rontracT-s. 

Tlie federal government is also l esponsible for ensuiing Lite safety of the 
nation's vaccine supply. FTiA regulates the production of vaccine.s. It 
liceasos all vaccines sold in the United States, requiriiig clinical trials to 
deinonsLrate dial vaccines are safe and effective, and reviews Ihe 
manufacturing process to ensure that vaccines are made consistently in 
compliance vvith current good manul'actuiing practices. Once vaccines ar e 
licensed, FDA also conducts periodic inspections of produclion facilities 
to ensure that manufacturers maintain compliance with FDA 
manufacturing requiremenus. 

Stares also have an impoitant role in immunization efforts. Policies for 
immunization requiremenTS, Including minimum .school iind day c.tne. entry 
requirements ai'e nvade almost exclusively at the state level, although cities 


"The CDC recommended immunization schedule combines the reconuiicndatious approved 
by the Advisoiy Committee on Immunization Practices, the American Academy of 
Podialrics, and the Amcncan Academy of Famiiy Physicians 
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(K:cjLSH>nally impose additional requirements. Esieh sfate also established 
an imiimiii/iaticni infrfistnifrure to tiionitor infectious disease outbreaks, 
adruiiiisler federal iiiunuiuiaiioji grants, mariagc centralized supplies of 
vaccine, and otherwise promote immunizaiion policies. 


Short ages Prompt 
Actions to Reduce 
Immunization 
Requirements 


Recent vaccine shortages have iiecessiUited temporary niocUflcaiioiis to 
the recommended immunization srhethile and have caused states to scale 
back iiiummizatioit requirentents. In our survey of C4 state iininvinization 
programs, administered through the AssaciaLion for Slate and Territorial 
Health Officials (ASTHO), all 52 responding programs indicated that they 
hail experienced .shortages of Uvo or more vaccines and had taken some 
fonri of action to deal with the shortages. Vaccine .shortages experienced 
at the slate level have, in turn, prompted cutbacks in imimmization 
lequii ements for admission to day care or .school. Thirtj'-fivc .states 
reported puUing into effect nevv, less stringent mmnunization requirements 
that allow cJuldren who have received few er than the rccoiiirncndi'd 
number of va»;cinations to attend school. In general, tiiese states have 
reduced the immunization I'cqiiii'pments for day care aiid/br school ejilry 
or have temporarily suspended enfoi'ceirLent of those requirements until 
vaccine supplies are replenished, for example, the Minnosota DepiulmenL 
of Health suspended the school an<l pioslsetiondaiy iimnuniaation law's for 
Td vaccine for Llie second year in a I'ow, witli the suspension extending 
through the 2002-201)3 school year. Other states, inclucbiig South Carolma 
and Wa-yhinglion, reported allowing children to attend day care or school 
ev(?n if they were not in compliance wiili iiimuinization requirements, 
under the condition that they be recalled for vaccinations when supplies 
beciime available. 

While it is too early to measure the effect of deferred v<aecinations on 
immuiuzation rates, a number ofstat.es report ed that vaccine shortages 
and missed make-up vaccinations may lake a loll on coverage and, 
therefore, increase the potenlial for infectious disea-so outbreaks. The full 
impact of vaccine .shortages is difficult t,o meiLsure for several reasons. Kor 
example, none of the national uiuciunization coverage surveys measun^s 
vaccination coverage of children under the age of 18 inontlis— the age 
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cohort receiving the majority of vacciiiaiioiis/ Wliile iiiunuiii^salioii experts 
generally agree that the residual effecta of historically high inunujiization 
rates alTuj d teni])ora:y protection for underimmunized children, missed 
imnnmizatioi'is could luake susceptible ctuldreii vuiiieiable to disease 
outbreaks. For cxamplo, a COC analysis of a 1&9S outbreak of measles in 
an Ajxchoi'age, Alaska, school showed that only 51 percent of the 2,186 
cdiildren exposed had received the requisite doses of measles vacdiie. 


Problems Causing 
Shortages Largely 
Resolved, but 
Shortages Could 
Recur 


No single reason explains (he rash of recent vaccine shorta.ges; rather, 
multiple factors coineidcd that affected both the supply of and demand for 
vaccines. We identified four key factors, as follows. 

Krocluction Problems - Manufacturing jtroduction problems contribiifcd to 
t he .shortage of certain vaccines. In some cases, production slowdowns or 
internupl.Lons occurred when planned maintenance activities took longer 
than expected; in other cases, production was affected as rnaiiufactiirers 
addressed problcnvs idcntificci in FD.A inspections. Changes over the last 
several years m FDA inspection practices may have resultefl in the 
jdenlification of more or different iastanccs of manutactiirers’ 
noiicoiiipliance with FDA manufacturing rcqiiirempnt.s. For example, prior 
to these changes, biologic^^ inspections tended to focus primarily on 
scicntilic or tecluiical issues and less on conipluuice with good 
manufacturing practices and docwiicntation issues. FDA did lake some 
steps to itifoini manufacturers about its iiLspection prognmi changes: 
however, .some manufacturers report, ed prohlents related to how well the 
changes were conununicated. FDA issued a compliantie program guidance 
manual detailing the new protocol for conducting inspections intended for 
FDA stal'f. However, die information in it could have provided 
manufacturers a better understanding of the scope of the inspections, hut 
the manual was not made widely available — only upon request. 

Keiiioval of Ttumerusal - Calls fur the i emoval of the pi eseivative 
thimcrosal from cliildhood vaccines jUuslratc the effect that policy 
changes can have on the supply of vaix'ine. As a precautionary measure, in 


■'in August 2002. CDC reported that a limiced study in Pueito kii’o found a nt.ivked decrease 
in DTaP coverage consistent CDC's reconuuendation to defer tlie fourcli dose of 
OTaP. Centere for Disease Control and Prevention, “Impact of Vaccine Shortage on 
Diphtheria and Tetaniw Toxoids aod Acellular Perlussis Varoine Coverage Rates Among 
CThlldren .Aged 2i Months-Jhieno Rico. 2(102.' Mfirlridity a7)d Mm-ralih/ Weekiy Repeat, vol. 
ol, no.UO (2002); 
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July 191>y, the American Academy of rcdialxics <md the U.S. Public 

Health Seivice issued a joint statement advising that tliimerosal in 

vaccines be eliminated or reduced as soon as possible/ ttHiile thimerosaJ 
was present in several v;w:(;ln<^s, removing it from some vaccines was more 
coinplex than for others. For example, orio manufacturer of the cliphtheria- 
tehiniis-aciellular pertussis vaccine (DTuP) had Lo switch its packaging 
IroiEi inullidose lo single-dose vials due to the removal of the prescrv'ative. 
Tills process reduced the manufacturer's output of vaccine by 25 percent, 
according Lo the iTiaiiufaclurer, 

Manufactmers Decision to PiscoiiTmuo Productinn - Another major fact.or 
in the shortage of OTaP, and also Td. was tlie decision of one 
iiianufacluier lo discontinue production of all products containing retaiuLS 
Toxoicl. With little advance warning, the company aiuioiinccd in Januaiy 
2001 that it had (reaseiJ produciioii of These vaccines. According to the 
manufacturer, prior to its decision, it produced approximately ouc-quartcr 
of all Td and 25 to 20 percent of all DTaP distributed in tlie United Elates, 
SI3 TJic company'.^ departure from these markets was sigiuficaiil. in the 
previous year, iinother inanufacLui'cr that supplied a relatively small 
portion of DTaP also had stopped produinng tins vaccine. Together these 
decisions decreased the number of major ruanufactui’crs of DTaP from 
lour lo two and ofTd from two to one." 

Una nticipated Demand - The addition of new vat.-.dnes to the 
recommended immunization sc.'heduie can also result in shortages if the 
demand for vaccine outstrips the predicted need and production levels. 
This vi^a-s the case with a newly licensed vaccine, pneumococcal copjugale 
vaccine (PC\0) which protects against invasive pneumococcal diseases in 
young (‘hiJdren. FCV was licensed by FDA in Fehniary 2000 and formally 
added to the recomnicndcd schedule in .laiiuary 2001. Company officials 
said <tn exlen-sive education campaign prior to its availability re.sult.e<l in 
record-breaking initial demand for the vaccine. CDC reported shortages of 
rev existed tiuough luosl of 2U01, and the manufacturer was only able t.o 
provide about half the needed do.scs during the first 5 luoiitlis of 2002. 


'fliejDitit sutemtiitby AAPand PHS olw Uiailltt laige ilsk of notvaccmatbig 

rl'iiiclreii l‘«r outweighs tlie luikiiown And pmliahly mueti smaller nsk, if any, of vuitiulaiLve 
exposure to Ihiiiici osal-ccmtALimg vocrinftfi In thfr tirec. 6 months of life. 

addirinn r.o the nne^ major nationwide supplier of Td, a boi-yiid nkajinfaenirer produces a 
small amount. ofTd, primarily for local distribution, and niakes .sojiie avajhilile for 
fiacionwi'le disirihurton. 
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Onj^oins mimufactT.-uing problems lin'iit production, exacerbating the 
5boit<agc. 

Wliile the recent shortages have been largely r esolved, die vaccine supply 
remains \ailnerable to any number of disruptions that could occur in the 
futiu’c — including those tiiat contilbutcd to recent, shnilnges and other 
potential problems, such as a catastrophic plant fire. One key reason is 
that the nat ure of vaccine riiaciufactnring prevents the quick production of 
more vaccine when disruptions oceiu". Manufactiiiing a vaccine is a 
(Simplex, highly eoiurolleil process, involving living biological oi'ganisirLS, 
that can take several montiis to over a year. Another underlying problem is 
the limited nimiber of manufactiu-ers — five of the eight recommended 
childhood VTiccines have only one major mamifacUaer each, 

Consequently, if there are interruptions in Supply or if a manufacturer 
ceases production, there maj' be few' or no alternative sources of vaccine 

One siiualioii tliat may help add to the supply of existing vaccines is the 
development of new' vaccines. A recent example is a new formulation of 
DTaPtbat recently received FDA approval and lias helped ease the 
sliortage of DTaP. We ideiiLiCed 11 vaccines in development that could 
help meet the current recommended immunization .schetdule. These 
vaccines, some of which arc already lircnsed for use in other countiics, 
are in various stages of develupiuenl, hut all mu.sT undergo a rather lenglhy 
process of clinical testing arid 1* DA review. Wliile FDA iias mechariisms 
available to shorten the review proco.s.s, they are not used for most 
vaccines under developnietU. FDA policies generally restrict the use of its 
expedited review' processes to vaccine.s that offer protection against 
disea.scs for which there are no existing vaccines. Because childhood 
vaccines under developiiierit often involve new fornis or combinations of 
existing vaccines, they typically do not qualify for expedited FDA review. 


No Clear Path Yet to 
Resolve Ongoing 
Supply Issues 


Federal effoits to srrengtiicn the natinna vaccine supply have taken on 
greater urgency with the recent incidents of shortages. As part of its 
ifutridsde to study and recommend ways to encourage the availability of 
safe and effeciiv'e vacemes, the National Vaccine Advisory CoiruiiiLtee 
I'onneri a work group to explore the issues surrounding vaccine shortages 
and identify strategies for furlber cnn.sirieration by flHS. In its preliminary 
report, the work group identified several strategics that hold promise, 
sui-h as streamlining the regulatory proccs-s, providing financial iiiceniivcs 
for vaccine development, and strengthening manul'actuiers’ liability' 
protection, but it concluded lhat these strategies needed further .study, Die 
work group did exi>re.ss support for expanding CDC v'accine slockijiles 
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la respoaae lo Ihe work group's finding that slreaiiiLirung Uie regulatory 
process needed fuither study. FDA recently announced that it is 
cxanuiting re^adations goveniiug jiiaiiul'actujmg processes for both drugs 
find vaccine products to clercnnine if reform is needed. However, FDA 
officials told us it is too eaily to define the scope and time frame for lliis 
reexaininiition. Regarding financial incentives for vaccine development, 
ilie Institute of Medicine is currerilly conducUng a study of vaccine pricing 
and financing strategies Uiat may uddiess tins issue. 

lu rcgai d lo liability protecLioiis, the work group did make 
recorrmienclations to stiengUien the Vaccine Injury Compensation 
Prograni fVTCP). VICP is a federal program aul Jiorized in 1936 to reduce 
vaccine manufacturers' liability by compensating individuals for 
childhood-vaccine-related irjiiries from a \1CP trust fund. The program 
wiLs esiablishetl, in part., to help stem tlie exodus of niafiufacturers from 
the vaccine business due to liability concerns. Miinufactiirers, however, 
repented a recent resiu'geiice of cluldliood-vaccine-relafed lawsuits — 
including class action lawsuits related ro past use of tlumerosal — tliat 
allege that the lawsuits are not subject to VlCF. WTiilc the work group 
acknowledged that recent vaccine shoilages do not appear to bo related to 
ViCi* liability issues, ir ijidicatcd that strengthening VICP w'ould encouiage 
nianutactui’ers to enter, or remain m, the vaccine production husinoJ5.s. 
Legislation has been introduced for the purposes of claritylng and 
moditying VICP.'' 


Expansion of stockpiles Is Also consisrent with the work group’s re<xmunendaLions, CDC is 
under (^< insidoration cojisidering whether additional vaccine stockpiles will help stabilize the 

nafif>n’a vaccine supply. In 1993, with the esiablisliTncnt of the 
program, ODC was required to piirrha.se sxiffii.'ient quantities of pediatric 
vaccines not ojily lo meet noima] usage, but also to prn\1de an additional 
fj-inonth supply Lo meet ananLicipated needs, Fuither, to emsure funding, 
CDC was authorized to make .such purchases in advance of 
appropiiatioiis. Despite this requirement, to date, CDC ha.s esrablisheil 

paitial stockpiles for only two— measles-mumps- rubella (MMR) and 
ina(rlival.ed polio vaccine (IFV) — of the eight recomnieiided childhood 
vaccines. 


^See S. 2053, H.R. 1287, and K,R. 3741. 
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Evwi if CDC decides to stockpile additioiial vaccines, the limited supply 
and nianulaciuring capacity will restrict CDC’s ability to build certain 
stnclqiiles in the near term. CDC esUmaleB it coidci take 4 to 5 years to 
build stockpiles for all the currently recommended childhood vaccines — at 
a cost of $70u iTkillion. Fast experieiure also deinonsirates Uie difljculiy of 
rapidly building stockpiles. Neither the current IFV nor MMH stocJqnles 
have ever acl Jeved target levels because of linuleil manufacturing 
t:apa<rity. Tn addition to these challenges, CDC will also need to address 
issues regarding its authority, stratcgjt and information needed to use 
stocktiiled vaccines. 

Aurhoritv - It is uncertain whether stockpiled vaccines purchased witli 
VKC funds can be used for non-'VT'C-cligible <;hil<lren. the 19ft3 
legislation required the Srcreiaty of HHS to negotiate for a 6-inonTli 
stockpile of vaccirtes to meet urumi icijiated needs, the legislation <lid not 
sl ate t hat the supply of Stockpiled vaccines may be made available for 
chilcb'cii not uilierwise eligible through the WC prograjti. CDC officials 
said thiit the VFC legislation is tmdear as to whether stockpiled vaccines 
can be Ltsed for all children. 

Strategy - Expanding the number of CDC vaccine stockpiles will require a 
substantial plamting eft'ort — an effort that is no: yet complete, l-’or 
example, (dXl luis not nwidv key docision-s hIk.hu. v?urtnrH’ sti)ckj)iles lo 
ensure their ready release, including the quantity of each vaccine to 
stockpile, the form of storage, arid stoi age locatiotts. Also, to eitsirre Uiat 
use of a stockT>ile does not disrupt supply to other purchasers, procedures 
would need to be developed to ensure that stockpiles represent additional 
< 4 ijantiUcs to a manufacturer’s normal inventory levoljs. 

Tixfonuation ' Once sufficient quantities of vaccines are stockpiled in the 
appropriate form, CDC needs to make wnse decisions on when to deploy 
t.lie sfocrkpiles. However, CDC currently lacks infurniatioii for effective 
decisioiuiiakitig. Keleasiiig vaccine fi om a stockpile in a tintely manner 
requires accurate prcdichon of a number of vjuiables related to Uie early 
identificaliOfu severity, and ciuraLioii of tlie supply disruption. CDC 
currently has data that it uses to screen for di-sniptions in vaccine supply 
to state immunization programs, but rit>e.s not have data to anticipate a 
supply disruption or to fully evaluate the potential severity and duration of 
a supply disniption, especially to private protddcrs. Through its facility 
inspeotiorLS and approvals of production lots, FDA tias biiportani 
iriformation about manufaotuiers’ levels of vaccine production and plant 
conditions that could affect production. This infoTmation could help CIK' 
aiuicipate supjply disruplions and inde])endentJy assess Uieir potential 
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severity, but it is only available to CDC by wiitten request. With such 
infonnation. CDC could set priorities for or revSize stales' orders and 
detenuiiie how much stor Iqhled vaccine lo release and when lo release it. 
'Cimely iidamiaiionis iiuportaiit because releasing vaccine from a 
stockpile can take tip to 30 clays. 


Concluding 

Observ'atioiis 


'Hie vaccine shortages experienced over tlic last 2 years demonstrate the 
vulnerability of the vaccine supply to disniplion. Federal agendetS are 
contiriuall.v challenged to take a proactive approach within tlicir existing 
missions to help mitigate the e?ffeds of these potential future disruptions, 
.Accordingly, our lepon makes sevej al rcconiniondation.s to the Sccrctarj’ 
of HHS to help promote the availahiliry of vaccine pi oducts. lliese 
l ecommendations include adding vaccines to tlic typos of products that 
can be considered muler KDA authoiitj’’ to ex|iedite approval of protliicts 
in development i-tnil directing CDC to address several operational and 
strategic isstics in expanding childhood vaccine stockpiles. Tlie report also 
contains a matter for congressional consideration lo amend tire VFG 
program legislation to addi'ess whether vaccines stoclquled uruier the 
program arc available for use by all ohildren in tlie event of a. shortage. 

This concludes my prepared .statemont Mr. Chairjiian. 1 will be happy to 
respond lo any qtieslions that you or Members of the Subcommittee may 
have. 
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Table 2: Duration of CDC-Reported Childhood 
Vaccine Shortages 



Vaccine 

Approximate 
Start of 
shortage 

Actual or 
projected end of 
shortage 

In short 

Tetanus and diphtheria booster 

November 2000 

Ended Jure 2002 

supply 

(Td) 




Diphtheria, tetanus, and 
acellular pertussis (DTaP) 

January 200t 

Ended June 2002“ 


Pneumococcal conjugate 
vaccine fPCV) 

September 2001 ’ 

Continue through 
at least late 2002 


Me-asios, mumps, and rubella 
(MMP) 

October 2001 

Ended June 2002’ 


Varicella 

October 2001 

Ended July 2002 

Adequate 

Hepatitis B (Hep D) 



supply 

HaBmophilos rn/fuenzaetypo b 
(Hib)‘ 




Inactivated polio vaccino (IPV) 




oi OTflP and MWn. are siifflcian; 719 si dcinsrd fnr miiiinf* usa hu: n-ji yei suf(iiii«iii lor axiunslvo make-ja iniiiaiivi»s 
*€00 •Ffpodeil K-Ktjrlao9K i:f PC'.' exislBd tfT0,i3h«iit n«:Bit).'2'D0l, bLl i'llsnsiJiufl In S-SpUdiOOl 2001. 

■No: ccinsicle'e-cl a sholaga 'oy CDC: however, v-vo ot three meruUnM-era re^yirted shipneni dcraya up toC't* cluv?. A ihirt; inanulaoii.rpi rad product aval «t> » 
Socrcc; CDC vacdrc (shortago rcpcns. ouly 2^02. 
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Good afternoon, Mr, Chairman, members of the Committee, I am Dr, Tim Doran, a 
practicing pediatrician who has taken care of children for almost 20 years. I am also 
Chairnian of Pediatrics at the Greater Baltimore Medical Center, a commLinily hospital in 
Baltimore, Maryland. On behalf of the American Academy of Pediatrics, 1 would like to 
thank you for the opportunity to testify today about the shortage in childhood vaccines 
that has plagued us over the last year. 

The American Academy of Pediatrics (AAP) is an organization of 57,000 primary care 
pediatricians, pediatric medical subspecialists and pediatric surgical specialists dedicated 
to the health, safety and well-being of infants, children, adolescents and young adults. My 
testimony today reflects not only my experiences from my pediatric practice but also 
those of colleagues from across the United States. As a practicing pediatrician, I would 
like to share my perspective on the current vaccine shortage, the consequences this has 
had on vaccine delivery to my patients and their parents, and the impact on my practice. 

Overview: 

As primary care pediatricians, prevention of disease through immunization is a priority. It 
is an integral component and major goal of the comprehensive pediatric health care we 
provide to infarcts, children, adolescents and young adults. Overall, we deliver 
approximately 75% of all immunizations. The predictable delivery of safe and effective 
vaccines is central to our goal of disease prevention. 

Immunization is one of the greatest public tiealth achievements of the 201h century and 
has saved millions of lives. Since the widespread use of vaccines, millions of children 
have avoided terrible diseases that can cause great suffering and In some cases, death. 
For example before immunization, polio paralyzed 10,000 - 25,000 children and adults, 
rubella (German measles) caused birth defects and mental retardation in as many as 
20,000 newborns, and measles infected millions of children, killing 400 - 500 and leaving 
thousands with serious brain damage. Immunizations have reduced by more than 95 to 
99 percent the vaccine-preventable infectious diseases in this country. 

In the last decade a number of positive changes have occurred in the delivery of vaccines 
to infants, children and adolescents. Now, in addition to diphtheria and tetanus toxoids 
and acellular pertussis (DTaP), polio, measles, mumps, rubella (MMR), and Haemophilus 
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influenza type b (Hib). several new vaccines have been added to the routine vaccinaiion 
schedule tor children. Including the hepatitis B vaccine (added in 1994). varicella (chicken 
pox - introduced in 1995), and the pneumococcal conjugate vaccine (added in 2000). 

However, recently, there have been some less than positive changes. In my 22 years of 
practicing pediatrics, including my pediatric residency training, I have never witnessed a 
vaccine shortage such as we have seen over the past year. My colleagues and the 
parents of my patients have been alarmed by the recent and current shortages - 
remarkable for both the number of different vaccines involved as well as the scarcity of 
the available supply. 

Pediatric Practices: 

My office experience has been that the distribution of the required childhood vaccines 
can be spotty and unpredictable. Over the past year, my practice has seen shortages in 
several vaccines. These shortages reflect the national disruption of routinely 
administered vaccines against the eight out of 1 1 vaccino-preventable childhood 
infectious diseases. While other vaccines are no longer in short supply the problem 
remain.s particularly acute with the new 7-valent pneumococcal conjugate vaccine 
(PCV7, Prevnar). This vaccine helps protect children from life-threatening meningitis (an 
infection of the covering of the brain) and blood infections. In fact just last Thursday. I 
ran out of Prevnar for my practice. Many of my pediatric colleagues, Such as those in 
Wisconsin, are completely out of this vaccine. According to a pediatrician from Nev./ 
Mexico, bis high-risk patient population of American IndiamAlaska Native infants 
currently has no supply of PCV7. This is especially troublesome because this past spring 
he diagnosed a four-month old Navajo infant with a case of pneumococcal meningitis - a 
vaccine-preventable childhood infectious disease and as you know American 
Indian/Alaska Native children are at a far greater risk for life-threatening pneumococcal 
infections than other children. 

Also of concern was the national short supply of the tetanus-diphtheria toxoids (Td) 
vaccne. Td was in limited supply for over a year and a half This affected the ability to 
give teens the booster Td they need. Other vaccines in short supply included DTaP, 
varicella, and MMR. While the shortage for the Td vaccine is over those adolesconts 
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who did not receive the booster are still at risk because they are one of the most difficult 
populations to reach In an office visit. 

Early this summer, a pediatrician in St. Charles, Missouri called the offices of the 
American Academy of Pediatrics to describe his serious vaccine shortage problem. He 
has a small private practice - two pediatricians and one nurse practitioner. He has had 
difficulty since September 2001 in obtaining both the Prevnar and varicella vaccines. 
Currently he remains out of Prevnar. Imagine his frustration when he was advised by a 
patient's mother, who arrived with her son for his one year well-child visit, that she 
believed her son had been exposed to chicken pox. If he had had any varicella vaccine 
to offer the patient at that time, research data has found that the child's disease could be 
ameliorated by vaccination. Just this past Friday we heard a similar story from a solo- 
practicing pediatrician in a rural community in Oklahoma. His practice does not have 
Prevnar (he has not had the vaccine since March) but his group-praclice colleagues 
seem to have a supply of the vaccine. He raised the question of why does it appear that 
there is differential shipping of Prevnar to larger practices? 

As you have heard in the past from the Centers for Disease Control and Prevention, 
several factors contribute to the fragile supply in this country. Vaccine manufacturers are 
facing increased profitability challenges that force them to re-think their place in the 
market. For example, the U.S. Food and Drug Administration's Good Manufacturing 
Practices are being enforced more stringently, which, in some cases, will mean that 
vaccine makers must build new plants to be in compliance. Some manufacturers have 
decided it's not worth the investment and have dropped out of the market. For others, 
poor demand - and thus, poor sales - has been too difficult to surmount, as was the 
case with the withdrawal from the market of the Lyme vaccine by Smith-Kline-Beecham 
earlier this year. 

Also contributing to the shortages were production issues (induding unexpected demand 
for a vaccine that exceeded supply, in the case of Prevnar), decreased yields of the 
biologic materials used in certain vaccines, the elimination of some vaccines containing 
thimerosal as a presen/ative, and insufficient vaccine stockpiles. 
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A1 times I had to explore alternative ways to obtain the full supply of vaccines my 
practice needs. Sometimes I was more successful obtaining vaccines directly from 
pharmaceutical representatives than through the bulk purchasing mechanisin through 
the hospital pharmacy At other limes, I borrowed from other practices. There was no 
opportunity to plan in any reasonable way to anticipate the supply, and unfortunately the 
pharmaceutical representatives are of little help in predicting when depleted vaccines wil 
become available. 

Impact and Consequences: 

The real-life impact of these shortages can not be denied. An estimated 11.000 babies 
are born each day in the United States, each requiring 20 doses of vaccine by age 18 
months to be protected against 11 childhood diseases. In addition, there are booster 
vaccines, such as Td, given in adolescence. A vaccine shortage quickly impacts 
thousands of families every day. 

The parents of my patients have been understandably anxious when they learn lhat a 
vaccine is unavailable. They know that there is a small but finite chance that their child 
might become ill with an otherwise easily-preventable disease because of a delayed or 
altogether missed vaccine. And many of these diseases, such as measles and 
meningitis, can bo devastating — even fatal — in young children. 

Because of negative media coverage on vaccines, I spend a significant amount of time 
with many parents reassuring them that our vaccines are safe and beneficial. I cannot 
help but wonder how my credibility, and that of my colleagues, suffers when I then have 
to explain that these important and safe vaccines are not available for their young child, 
now at risk for contracting a life-threatening illness. This unduly disrupts the confidence 
between doctor and parent - a trust that is fundamental to the parent - pediatrician 
relationship. 

Additionaliy, children who are not vaccinated could possibly be denied entry to school or 
access to day care. Just recently we saw this occur in Washington, DC, How will school 
systems deal with increasing numbers of school-age children registering without having 
completed the vaccination requirements? What will struggling working parents do if their 
care provider bars their child from day care because he or she is behind on vaccinations? 
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Moreover, whal will parents do when children become unnecessarily sick with vaccine- 
preventable illnesses that prevent them from attending school or day care and parents 
miss days from work to care for their sick child? 

Along with the stress on the vaccine delivery system and on parents and patients, the 
vaccine shortage has an administrative impact on my practice as well. We created a 
system of call-back lists and tickler files to reach those most in need of missed vaccines 
when they become available. My experience and that of other pediatricians was that 
these systems are not very reliable or effective. Even in a relatively affluent population, 
the level of compliance with these call-backs is only fair. The need to effectively track 
patients and get them back in the office to receive vaccines adds a heavy administrative 
burden on practices that are already overwhelmed with complex hilling issues, referrals, 
insurance verifications, coding, school and camp forms, medication permissions from 
schools, prescription refills, phone calls from sick patients, inventory controls, OSHA 
compliance and documentation, and prolonged holds on the telephone for insurance 
approvals for certain drugs and procedures. 

All this is occurring at a time when the Centers for Medicare and Medicaid Services 
(CMS) hasn't recog niTied the physician work associated with the provision of vaccines to 
patients. This will result in inadequate payment for these services, which will further 
exacerbate and threaten the already fragile vaccine delivery system. Such lower 
payments create a disincentive for a pediatrician and other doctors to administer 
childhood immunizations in a child's "medical home." While there has boon some 
movement and solutions discussed on this issue, il has not been resolved. 

Conclusion: 

Not only the average practicing pediatrician but also all medical professionals have been 
issued a wake-up call as we have come to the realizalion that the vaccine supply, and 
perhaps the overall vaccine system and infrastructure, is far more fragile than we had 
imagined. Moreover, this fragility of our nation's vaccine supply, including the integration 
of new vaccines onto the market is a broad, complex problem, and ils solution can only 
come from the strong leadership and the close involvement of all slakeholders I believe it 
is crucial to our children’s health that we continue to look for solutions to avoid future 
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disruptions in supply. I am grateful to have been here today to share my perspectrve as a 
practicing pediatrician. 

Thank you. 
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WAYNE PrSANO 
EXECITTIVE MCE PRESTOENT 
AVENTIS PASTEUR NORTH AMERICA 

BEFORE niE 

SENATE COMMITTEE ON HEALTH, EDUCATION, LABOR AND PENSIONS 
“Losing Mome ntum: Arc ChBdhood Vaccine Supplies Adcouate? 
September 17, 2002 

Good aiternoon. I’m Wayne Pisano, Executive Vice President of Averitis Pasteur Nonli America. 
I d like to thank the committee lor providing this opportunity to nffer input on is.sues that arc so 
vital to the health nf our nation. We appreciate the time and attention you are devoting to 
understanding the complexities of the immunization eiilerprise and to "improving it. Aventis 
Pasteur is one oi the world’s leading developers and manufacturers of vaecines with U.S. 
hcadquarlers in Swiftwatcr, Pennsylvania. Vaccines have been produced al the Swiftw-ater site 
since 1897. More than a hundred years later, this campus continues to develop and manufacture 
vaccines to protect against a variety of diseases in children and adults. We were prnud to recently 
donate to America more than 85 million doses of smallpox vaccine. 

.'Vventis Pasteur is one of the four major gkihal vaccine companie.s supplying the U.S. Many 
people arc surprised that the industry is so small but that is a direct result of the liability cris’is of 
the 1980 b that drove many companies out of the market and about which I will talk later in mv 
testimony. 


We are now emerging from an I S-moulh period m which tiicre have been a number of vaccine 
shonages. Today, there is ample tetanus vaccine. There is ample DTaP vaccine. It is our 
understanding that supplies of varicella and MMR vaccines are reluming to normal. The fact that 
the private sector has the capacity to respond reasonably quickly lo supply issues demonstrates 
the strength and vitality of the industry. Having said that, this hearing provides an excellcril 
forum for understanding the underlying causes as well as addressing w hal can be done to 
minimize the chances nf recurrences and how best to act if there are recurrences. T will offer a 
number ot specilic suggestions as tohow our nation’s vaccine supply can be strengthened while 
maintaining a vital and productive industry. 

I ) Iniuact of Vaccines on Public Health 

We have in Ihis country a unique and amazing vaccine enterprise that has resulted in freedom 
from disease lor millions of children. Many of today’s parents have never heard of diseases such 
as polio, Huemophilvs influenza type b (Hib) or measles, outside of the context of the vaccines 
that prev tul them. Many physicians would be treating some of the lens of thousands of cases of 
ruhelka, diphtheria, pertussis and other potential killers if not for our successful efforts. Smallpox 
has been eiadicated. Polio has been eliminated in the L.S. and maiiv other countries with global 
eradication cflorts well underway. Diphtheria, rubella, tetanus, mumps, measles — even Hib 
disease - are now rarely seen in this country. Since the introduction uf a vaccine for Hib little 
more than a decade ago, the incidence of this disease has plummeted 98 percent in children and is 
now poised lor eradication. Vaccines, in the hands of a robust, eoupaative public and private 
health delivery system, have made these diseases hi.storical artifacts. 
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This success story is not restricted to the millions of children who receive n vaccine each vear. 
Adults also have benefited enormously from immunization. Approximately 80 million people 
wi 11 receive an influenza vaccine this season; nearly triple the number that did so a decade ago. 
We fully support the federal government’s Healthy People 2010 recommendations to increase 
immunization against influenza, a disease that still causes 20,000 deaths annually. While the flu 
vaccine’s most important betiefit Is the number of lives it saves, it also has contributed to reduced 
incidence and severity' of disease, and, as more healthy younger people opt for an annual shot, a 
payoff to employers in reduced ahseiileeism and healthcare costs. 


With that as background, it is time to take a step back and consider how the immunization 
enterprise in the country works, what we are doing right and what might be improved. 

2) Uniuje .Aspects of the Immunization Entemrise 

There are several characteristics of the vaccine enterprise that make the close cooperation of all 
panicipants critical for proper alignment of supply with demand, They include the unique nature 
ol vaccines in protecting the public health, the process that recommends and approves them, as 
well as liability. 

First, unlike almost any other aspect of our healthcare system, vaccines protect our entire society 
in addition to improving personal health. Wlieii immunization rates arc high, we reduce the 
iiicidence of disease even among those who, for medical reasons, cannot obtain protection 
directly from vaccines. So, there needs to be much closer collaboration during vaccine 
production, distribution and administration than for other healthcare interventions so thar they 
reflect public health needs. Everyone participating in the immunization enterprise must be 
involved, he they manufacturers or physicians, nurses or public health workers, policy makers or 
managed care. 

hceoncl, W'hether or not a vaccine will ever be used widely - or at all - will depend on 
recommendations formulated through extensive public discussion that incorporates consideration 
of the production timelines. That collaborative approach has moved mountains over the years. 

the regulatory approval process for new vaccines, and for changes to e.\.isling vaccines, is 
higlily complex and lengthy with timetables that are difficult to predict. Because production 
schedules can lun as long as 12 months and longer, any abrupt changes in policies that can 
influence demand for a vaccine or the tiiiamicipated depanure of a maiiuJ'aclurer can result in 
supply interruptions that last for months. 

FtJtitth. as staled earlier, and as some members of this Committee will recall, the liability crisis of 
the 1980’s di ove many vaccine manufacturers out of the market. Over a dozen vaccine 
companies existed prior to 1 980. Lrcontrollable liability reduced that number to the four that 
exist today. In 1 9,86, Congress enacted the National Childhood Vaccine Injury Compensation 
Program (VICP), which helped alleviate some of the liability concerns with a goal ol stabilizing 
liability and the immunization system. That program achieved its initial goals? However, we 
must now pay renewed attention to the VTCP and look at how it can be improved as wc once 
again lace a surge in law'suits with potentially devastating financial e.xpusure. 

There arc ofner important factors to considcT as well. 
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Nature of Vaccine Manufacturuig 

l. et s look lor a minule at The nature of vaecine manufacturing, whicli is cumplex and involves a 
number of variables that don't exist in pharmaceutical manufacturing, Vaccines require the use 
oJ biological organisms, viruses and bacteria, which will ntrt always grow or respond on demand, 
It is not a matter of opening a lap and pouring out vaccine, no matter who controls the lap. 
ProdiictioTi lead limes are long and the quality control process is the strictest possible. Every lot 
must pass purity and potency testing, nor Just by the manufacturer but by the FDA as well, As a 
result, suppi) and demand will be misaligned when policy changes increase demand before 
supply is available. \Vc have experienced several such acute shortages during the past several 
years; most recently was the DTaP vaccine shortage that began last )'ear. Til address this in more 
detail .shortly. 

Discontinuation of Vaccine Production 

The decision by manufacturers to discontinue production of certain vaccines has also been a 
significant factor in a series of serious but temporary .shortages. In the last two years after a 
period ot relative stability ~ w e have lost production of several vaccines. Companicii leave 
marketplaces when a product no longer provides a reasonable return on investment. Some of the 
factors that iunucnce return on investment are cost of new product development; cost of 

m. anufacturing, which includes escalating itiveslments to meet current good manufacturing 
practices; product demand; and ability to adjust prices to offset these increasing costs. Wfien a 
matuitaciurer discontinues production, ramp up by other manul’acturers to fill the gap can take 
more than a year for some products. 

I he tetanus shortage we experienced over the last year is a good example. There is now ample 
tetanus vaccine supply to meet our nation s needs and because of the investment Aventis 
Pasteur made in our mfrasiructure we believe that this supply wnli be sustained. 

Impact of policy changes and reuulatorv approvals 

Policy and regulatory changes a1.so have an enormous impact. I’d like Lo talk about our 
experience with two ends of the spectrum and their implications to supply. 

TPiifnerosal 

Since inid-l')99. several policy making bodies have taken the position that thimerosal should he 
removed as a preservative from all childhood vacciitcs. in spile ul'lhe fact that there are :to 
reliable scientific data siippotling this position, thimerosal is being removed from exislina 
vaccines and willidravvr from consideration as a preservative in new ones. While we don’t 
believe the switch was necessary based on available scientific data, vve do support measures that 
will increase parental confidence and we moved as quickly as possible to that end However, the 
policy-niaking bodie.s failed to lake into consideration the timeline for developing new 
formulations, securing regulatory approval and producing the new preservative-free t accines. 

The decision to remove tliiiiierusal can serve .as a valuable glimpse into the cascade of events that 
can - and did - create a shortage of a vital childhood vaccine - DTaP. To date, that decision also 
triggered more than 100 lawsuits against inamifacturers, evadingthe letter and intent of the 
Vaccine Injury Compensation Program, which you enacted in l9S(i, 

Thimerosal is a preservativ e that lias been used in vaccines for over 50 ycar.s. It allows healthcare 
providers to use convenient multi-dose vials without risking bactciial contamination as they 
continue to draw from a v ial. Without thimerosal, single-dose packaging must he used. In 
general, manufacturers are able to increase their production capacity when using mulli-cosc vials 
ralner than single-dose vials. T he decision lu remove thimerosal had a considerable impact on 
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supply. For Avcnlis Pasteur, the mamifacturing process had to he changed significantly in order 
to shift production to single-dose vials. In addition, the process changes lengthened the 
inanufaclurtTs’ timelines and yields dropped since it is necessary to overfill every vial to ensure 
that the provider can remove a full dose. The cumulative effect of this overfill is dramatically 
greater for single-dose vials than for multi-dose vials. The net impact of these changes was to 
reduce our supply Lmmediately by 25%. 

Reformulating a vaccine, as was required in order to convert from a preservative-containing 
vaccine to a preservative- free vaccine, requires passage through the regulatory approval process. 
Any change to a vaccine is a complex endeavor. Manufacturers must lake the reformulated 
product through a license application, with concomitant establishment of new procedures, 
validation, testing, labeling and getting the product into the marketplace. We invested 
approximately two years' development effort to replace an existing product. 

All vaccine manufacturers strive to supply safe and effective products. However, the point hcTc 
is that actions have consequences and tliat those who make the rules need to carefully weigh 
credible evidence, and must factor in the implications of their decisions on supply and allow 
realistic time frames when considering such changes. Every independent action has dependent 
reactions, inctudiog some thal can be very detrimental. 

Return on Investment 

Our nation benefits from the efforts of several world-class vaccine companies. At .Avenlis 
Pasteur in the I J.S., for example, wc continue to develop and inanulaclure improved and new 
vaccines to protect against a variety of diseases. Over the years, we’ve had some great successes, 
including the first application of conjugate vaccine technology and the first infant acellular 
pertussis vaccine. We have also invested enormous resources into vaccines lliat, for a variety ol' 
reasons, did not reach the marketplace. Although these new product failures do not affect supplv 
directly, the economics do impact the attractiveness of the industry. The full cost ordcvelopment 
- contrasted with historical vaccine pricing - is at odds. 

The ptKir return on investment, particularly fur older vaccines, has been cited as a cause of supply 
instability. Histoi icall y, vaccine purchasers, including the government, have treated vaccines as 
comiiiodilies, even though they are not, and the system has driven prices down. Raising prices 
can be difficult, or impo.ssihle, yet ongoing investments, often costing millions of dollars, are 
required lo meet evolving Current Good Maiiiifacluring Practices (COMP.s) and to develop 
improved formulations, ft siiould be no surprise that, when manufacturers find themselves 
holding low margin products with increasing production costs, they may opt out of the business. 
In order lo ensure that we have state-of-the-art processes and the most modem I'adlities, 
manufacturers must he encoiuaged to invest in infrastructure and allowed to establish an 
appropriate price and return. ( lovernmeut programs that cap vaccine prices may provide some 
short-term savings to the tederai government, but will have a cost to the long-term stahilitv of tlie 
vaccine industry and vaccine supply. A case in point is DTaP vaccinet iii the past few' years, two 
of the four manutacturers decided to withdraw from the marketplace. 

What Can Be Done to Improve the [mmunizatioii Ktitcrcriset A Vaccine Sunply Agenda 
For the most part, the immunfration enterprise is quite efficient. Every child in the United States 
has access to imnuiri7atiotL No otic needs lo go without because of costt both public and priv'atc 
sectors liavc honed programs over the years tliat gel children to vaccines and vaccines to children. 
Nearly 20 million routine pediatric visits take place each year, often because iinintinizalioii is the 
incentive. 
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Yet, with what has become nearly universal access, tremendous coverage and added protection, 
there are still deficiencies in the system that require a tune-up. 

Earlier this year, we offered a series of suggestions that we believe would help meet oiir vaccine 
supply needs in the luLuie. Some are legislative; others are outside the legislative arena. Our 
suggestions track closely whtli the draft recommendations now under review by Secretary 
Thompson’s National Vaccine Advisory Committee made up of the nation’s top vaccine experts. 
We have consulted extensively witli GAO dtiring their study of the vaccine supply and in a 
follow-up to this hearing we will be pleased to provide our comments on the GAO findings. 

Let me begin with legislative changes that would help strengthen .America’s vaccine supply. 

LEGTSLATIVF CHANGES TO IMTROV'E VACCINE SUPPLY 

1} Create a Strategic Vaccine Reserve through a lunu-term commitment to .stncknilcs. 

Vaccines clearly play a strategic role in maintaining the nation’s health. It is time that we look to 
seriously maintain a reserve for both single and multi-source products that is consistent and well 
funded, allowing government to move quickly to fill the gap should an unexpected shortaee 
occur. Although we have had stockpiles in the past, in recent years the numher of vaccines 
cov ered and the funding have decreased. To that end, we support additional funding for the CDC 
to establish stockpiles, as proposed in the Clinton-DeWine bill, which we support for both single 
and multi-source products. This would effectively create a strategic reserve that would help 
stabilize supply in the event of temporary .shortages. 

For example, had there been a tetanus vaccine reserv e, the impact from the loss of one 
manufacturer would have been mitigated and we could have avoided the shortages we rccciilly 
experienced. 

2) .Advance notice. 

We believe any manufacturer that is voliinlarily leaving the market should provide adequate 
advance notice and wc have pledged to do so should that situation ever occur. The obvious 
exception here is if the withdrawal is involuntary, for example, due to a natural disaster or 
compliance issue, tarlicr this summer, Aventis Pasteur made a public pledge, which we shared 
with HHS. to provide advance notice should w-e for any reason discontinue manufacturing any nf 
our vaccines. The Clinlon-DcW'inc legislation addresses this issue as well, however, we do not 
believe a legislative or regulatory approach would be more effective than a simple voluntary 
approach. (See auaelirnent A I'or .Aventis Pasteur press announcement of its advance notice 
proposal.) 


We understand that a bipartisan group nf Senators on this committee is attempting to shape an 
appropriate adv ance notice provision. W’e look forward to working w ith ynu on this issue. 

3) Strengthen the V’aceine Iniurv Compensation Program. 

The introduction in 1986 of the Vaccine Injury Cotnperisalion Program established a more 
effieient and user-friendly mechanism for providing financial assistance to families h also 
stahilized our national immunization program, reducing the liability uncertainty that had 
decimated the industry, resulting in a trail of national shortages that led to children going without 
essential childhood vaccines. The VTCP provides a system ofeomipensation and requires that 
injury claims he litigated initially within it, Rtx'cntly, new strategies have emerged from vaccine 
injury claimants intended to circumvent the Program. For those manufacturers who staved in rite 
industry and worked closely with Congress and others who cared about immunization to enact the 
original VICP legislation, it is deja vu. Once again, the industry faces liability exposure in the 
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billions of dollars, largely because of a significant increase in tlie number of lawsuits primarily 
invol ving vaccines containing thimercisal. We are concerned that, without a rt^doubling of the 
elTorl needed to address these issues, we will be where we were two decades ago, this time 
encompassing both pediatric and adult vaccines. We propose sttcnglhening the existing \qCP to 
short-circuit a situation that could have a potentially disastrous inpacl on public health. 

Lei me provide an example. 


There are now more than 1 00 lawsuits pending agaiust the fciur remaining manufacturers alleging 
the preservative thiiriercsal as the causative agent of ccrlain neurological disorders. These 
lawsuits utilize a variety of approaches to try to evade filing claims through VICP. Some of the 
cases claim that thimerosal is a contaminant and, therefore, is nut covered by VICP. Of course, as 
T stated earlier, thimerosal has been used in vaccines around the world for over 50 years and is in 
no way a contaminant. 

This is a critical area for us. The current legal environment fruslrates the intent of \0CP, and 
leaves the immunization enterprise vulnerable to potentially devustating financial liability'. 


In short, the Frist bill (S. 2053) addresses the massive proliferation of lawsuits by restating more 
clearly' the original intent of the law - i.e., claims against children's vaccines must first go 
through the conpensalion program. In addition, Frist improves VTCP in ways desired by the 
claimants by making certain benefits more generous. 

Recently, the Advisory Commission on Childhood Vaccines (ACCV), which oversees the VTCP 
and includes trial lawyers, doaors, and parents of injured children, public health officials and 
manufacturers essentially endorsed the tiirust of the Frist biU to bring cases hack under the 
system. Wc understand Senator Frist has modified his bill to incorporate many of ACCV’s 
changes. We strongly recommend the provisions of Ihc Frist hill to you, Congressmen 
Greenwood (R-PA) and Towns (D-NY) have introduced companion legislation -H.R. 5282 - in 
the House. 

‘^) FDA fuiidiiig in the area of testing research needs to he increased. 

The best regulaliori is knowledgeable regulation and it is essential ihat CHBR have the resources 
to sustain a slale-of-the-art understanding of vaccine testing. This lew cl of expertise is found only 
in organizations involved in researcli. Budget cuts in recent years have resulted in a brain drain in 
this important area. 


NON-l.lrGlSLATIVE PROPOSALS 

in addition to these legislative initiatives, there are several non-legislativ'e efforts that will 
improve our nation’,? v accine supply. 

1 ) T lie CPC should be encouraged to act on eonlidcntial information to infiucnce supply issues. 
The CDC must help the responsible parties efTectively address shortages. We previouslv 
proposed that the CIIC act as a confidential facilitator of critical supply information that is 
provided by manufacturers, to maintain this data as proprietary and confidential, and also allow it 
to act upon the information to influence other manufacturers to fill any gap in the event of an 
imminent shortage. We believe the CDC can act upon such information under its current 
authority, 
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2) Strenathen our messages that Erevenliun is Lhe most desirable intervgnlion by providing 
adequate reimhur‘;etnent for prevaitive sgrvii;es. 

A rcoriciitatiun ofhealthcare priorities to emphasize prevention over cure will provide incentives 
to doctors to immunize patients and to manufacturers to maintain their commitment to vaccine 
production. 

Oar sttcicty has traditionally prelcrrcd to pay to treat a disease rather than prevent it. People are 
prepared to spend thousands of dollars a year on a treatment once tney contract a di.sease hut vvill 
halk at paying modest sums to prevent it frorti ever happening. If we are to realize the potential of 
vaccines, we need to change that thinking - and be willing to pay for it. 

I'herc needs to be sufficient payment for preventive services. Recent reductions in CMS 
reimbursemetit for immunization are disincentives to phy.sicians. Reimbursernent rales should 
reflect tJie full value of vaccines including a realistic admini. 5 tration fee. 

-’) Use the expertise of vaccine manufacturers to help formulate sound immuriizalion noliev. 
Immunization policy will only be as good as the irifurnialion it’s based upon, Manufaclurers must 
have ongoing informational discussions wuth policymakers and government ofiicials at agencies 
such as the CDC lo provide realistic assessments and e.vperlise about how vaccines arc developed 
and produced, ihc challenges in doing so, as well as a view into how providers practice and use 
v'accincs. ^Vc deal with tens of thousands ot providers each year, public and private, cutting 
across the specialties, and we tan share our insights to help improve delivery. It is important that 
those making vaccine policy, both on staff and on c.vpcrt committees, have this expertise 
available to them. 1 lowever. in more formalized sellings, this is no longer occurring. .An 
example is CDC Working Groups where industry rtpresentatives are no longer permitted lo fullv 
participate in discussions. To exclude industry from these considerations risks that regulations 
and guidance will be based on incomplete information that could result in wasted resources, 
inefficient impleincniaiion ot policy changes and ultimately a loss of faith in our immunization 
system. We are a resource that should be used. Making policy in a vacuum is a recipe for future 
supply problems. Industry does not expect to participate in decisiun-makitig but, given the limited 
universe of vaccine expcTlisc, government can benefit fi om the views of vaccine expertise in 
industry, 

■i) GovemmenI and advisory bodies need to act with oreater prcdiclabilitv. 

Continued uninterrupted inanufacluring and di.stribution of vaccines is dependent upon 
reasonably predictable action by goveniment agencies and advisory committees as well as open 
lines ol communication between those bodies and the manufacturers. Government agencies and 
advisory committees need lo be aware that changes in maniifacturiiig or other regulatory policies 
could impact future supply, and should lake such possibilities into consideration when propo,sing 
new policies. Specifically, we suggest that government agencies and advisory committees need 
lo allow adequate advance notice whenever manufacturing changes are necessary. Simply put, if 
the changes are required before rnanuracturers can make them and the FDA can approve them, 
shortages vvill occur. This happened in the case of thinierosal where the removal schedule was 
decided on without industry input, resulting in shortages of DTaP. To this end. the regulatory and 
guideline process needs to be kept predictable, without abrupt changes in requirements of 
guidelines and with ample opportunity to discuss the implications. 
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5) Heed ihe warning sIrhs ot a rral and nresent danger - increasing lack of confidence in 
iniimiiuzaiiiin. 

The good news is tliat parents no longer fear many infectious diseases, because of the success nf 
our iniimmizalion programs. Yet, they liave also lost respect for the importance of vaccines, as 
they lack fir.5t hand e.'iperience or knowledge of the devastating damage vaccine preventable 
diseases can cause. It would be a failure of immense magninide if wc allow old and conquered 
scourges to regain a foothold because of misinformation. We urge you to look at ways to bring 
the public into tlie process and boost its confidence in immunization. There is as much of an 
urgent need to addicss misinformation about iniiniiiiizalion as any other a.spect of this issue. In a 
sense, the entire jmmuni7,a!ion enterprise is under siege. 

WHAT WH PONT NEED 

Industry is up to the challenge ol producing childhood vaccines that are safe and effective and in 
sulTicicm numbers to immunize Americans children and adults. In addition, vaccines needed to 
ensure national security can be obtained from private industry. Case in point is the recent 
re.spon.se from industry to Nil Ts RFF’ last year for sinallpox vaccine. 

Several proposals in Congress would undermine incentives for existing and potential 
manufaclurers to produce vaccines. Whether called “national vaccine authority" or ‘'GOCOs*’ 

I Government-Owned, Company Operated), each of these proposals results in the federal 
government gening into the business of manufacturiny vaccines. 

Government cotnpelilion would stifle new^ vaccine entrants into the market without guaranteeing 
any more supply ol vaccines. There are no shortcuts for making vaccines. It is a long and 
cumbersome process to even create a facility a process that the government would have to go 
through before its first dose ever reached the market probably at least a decade from now. .Vlost 
important, a GOCO would not have alleviated any of the recent shortages experienced in the U.S. 

A GOCO would not result in faster changeover of production lines than would commercial plants 
jn the event of a vaccine shortage, nor would it be able to sw itch from one vaccine to another 
since yoti cannot general [>■ use the same lines for difierent products without risking cross 
contamination. 1 his is especially an issue with agents of biolerrorism. 

Fach vaccine is unique, requiringditferent features on filling lines. Tliese features would need to 
be re-standardized and tested for each and every change. No plant could simply be switched to 
produce influenza or D faP. Even personnel would be an issue, as different complemeiiTs of 
technicians W'ould have to work on diderent lines given expostirc risk issues. A single vaccine 
exposure problem would cause a ripple of iiispeelions to all lines to prevent cross corilaTiiination. 
stopping production in its tracks. And, even government vaccines wmuld need to show the same 
standards of safety and efficacy, with all that is incumbent to dcmoriiilraLe those characteristics. 

Science, not manufacturing, is the limiting I'acLor in developing new vaccines. All the 
manufacturing capacity in the w'orld can’t produce a vaccine until science develops tlic product 
and the vvay to make it so that it s safe and efteclive. Nor do we need new centralized vaccine 
authorities. The FDA/CDC regulatory regimen is comprehensive and well established. 

Additionally, GGCOs or other government subsidized vaccine production and distribution would 
discourage private sector nn esLnient, negatively impacting discovery and innovation. 

There is no compelling reason to develop a wholly new s\slem. 
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The vaccine enterprise in this country is a remarkable success story, T don’t believe that it is 
fragile; yet, it clearly has several areas that can be strengthened. 1 hope you will give 
consideration to the proposals we have laid out. Fortunately, we have an industry’ that wants to 
partner with government and with all elements of our nation’s immunization enterprise to achieve 
even greater successes. 

Thank you again for your attention and your commitment to the iminiuiization system in this 
country. 
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AVENTIS PASTEUR PI.KDGFS TO GIVE ADVANCE XOTK K 
BEFORE DISCONTIM ING VACCllNE PRODI CHON 

Voluntary Commitment Highlights the Importance of Government and Industry 

Cooperation 

Jul.v IS. 20(.|2 - SWIFI'WATER PA - Avcniis Fasiciir today plcdacd to provide at least si\ monttis advance 
nonce to appropriate goverriineni agencies should the company voluntarili cease production of anv vaccine, in 
Older la facilitate timely actions la av ert supply disruptions, i’hc pledge was contained in a letter from Wayne f, 
Pisano, cncciitive vice president of As eiili.s Pasteur North America, to Dr Fve Slater, assisiani secretarv for hcalih. 
L).S. D::parimcriT ot Health and Human Services. 

-7111? move, which is intended lo help avert future vaccine sKortaces. is a rcaffinnatiou of Avcniis Pusiciir’s 
a>mmirmc:nt to be a part uf ihu sohituMi ” said Pisano -Wc hope other manufacturers will join us in this mission.'’ 

Tn Fcbn?ar\'. Pisano presented a nunibcr of recommendations for increasing cooperation between government and 
vaccine inanuiacturers lo the C DCs Nahonal Vaccine Advisors Committee (NVACi Workshop on Vaccine 
Supply. During mat meeting, he stressed the need for adsaiice noiicc in order to pjo\ idc other maiiufacturors 
sutficiem nine to scale up production, which requires substaiilia) planning and uncstiiienl. Avcniis lhasteu: became 
thepnmarv national supplier of '.he icianus and diphtheria iTd) vaccine 

-more- 

Avuniis .•^fj.sumr Inc. • • iwiiiwa;;-)'. F'.A IS.'^'l-E JS7 uww.ascnriii l'iu: 
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Iasi yca^^vhcT^ anoTlicr ninnufacturcr abruplly witlidrcu iVoni chc market causinti 

iligruigetj, Ai. entjs Pasteur reeeiitl> aiuiouiict-d ii had increased Td production and is now able to meet the entire 
nation's needs, leading the CDC to lift its restriction on tetanus irnmuiiizarion. 

Other cicmeiUs of the plan me Hided expanding goveniment stockpiles for use in ease supplioii arc disrupted and 
requiring gO' ernincnt agerieics and advisory- committees to provide advance notice wlicncn cr |■na^lu^actLl^lng 
cliangwS are mandated so that companies can make modifications wiiiiout creating a supply cap. 


Last week the coinpariv' announced it had produced sufficient adult and adolescent \ accme for tetanus and 
diphtheria to meet the nation's critical care and routine booster needs, prompting cli$ CDC ic lift its \'car-long 
deferral, cnablinu; physicians to now 
provide paticiit-S with routine Td litiosiers. 

.\venlis: A World Leader in Pharmaceuticals 

Aventis Pasteur Inc. is located in SvMftwater. PA. and is a siibsidian- of Aventis Pasteur SA. ,'\\enLis Pasieur Inc. 
prcHides the broadest range otTiuman vaccines and biologicals commcrcialL nvaibblc from an> single LfS. 
vaccine companv. It is a leading supplier vof vaccines to protect against influenza, diphthcna. Tetanus, pertussis, 
polio, Japanese encephalitis, vcllow fever, Hcsi-mophn'ti.'i infiucnzcetypc b disease, meningitis, rabies, and tvphoid 
fever. 

-more- 

Avenlisl’iisieui li e - i iiscovtiry Drive • SuiltwakT. PA IS.’70-iJl8? can: 
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Avcmis l-astsuf. a world leader in vaecincs rvith Ihe broadest range of products, produces more than one bill ion 
doses of vaccines eier\ year to immunize ■tlHi millkiti people around the world Aventis Pasteur, headqiiancred in 
Leon, France, is one of the pliaririaecuiical activities of Aventis S.A 


As entj.s (NYSF- A\'E) is dedicated to irnprimni; life by treating and pieventrag Inimaii disease ihroiicli the 
discoi CIV and development of imiovative pharmaceutical products. Ai cnlis focuses on prescription dnias for 
inipcitant therapeutic areas such as oncology, cardiology . diabetes and respiratory disorders as well as on human 
sacciiics. In 2ti0 1 . Avciilus generated sales off 1 7 7 billion ($15.,n billion) nive.sied approximated € 3 billion 
(Si f) billion) in research and development and employed appro.viinatdy 7.7.01X1 people in us core business. 
Aventis corporate he.'idquarters are in Strasbourg, France. For more information, please visit w u w av entis com 


SfcntnieiflA ni Pn.v ntmiv rcfeo.ve nthcr tnatj hslonco} infifrtimiton Ofi' for'^ard-inoKUl^ .v/o.icwcnrs iubn-cl to t'ixilK 
imd vnixminim. Aclnw rauirs ctalJ differ materially clepandiii^ onfaciors such us .'he availability oi'restmrce. 
the Itmiugand eileets ttj regtilatary acHtms. the siranylh nfcamiKliUur,. the nmeame o/ h!ii;ttliiin. audihe 
eUcatvems.s ofpaien! pruteetian. Addiiitinai tiiformaiitin regarding risk and umertaintim is .tpt fdrih in ike 
eitrrciii AmiutI Repurl mi I 'arm 2I)-F af Avenm on hie with the Seciiriiies and Rxchange Cimnnisstan 

6 uh 


.VveiMis l>:,stciu 111 ,: llisuwery 'live s„,|hv;,tei. I'A I IS7 ■ vv'.nv.aveiilis com 
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[Whereupon, at 3:28 p.m., the committee was adjourned.] 

O 



